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THE Parties 

2. Gen-Probe was founded in San Diego in 1984 as a small "start up" company, 
ieking to develop products based on the discoveries of a local research scientist. Over time, Gen- 
robe became one of the largest biotechnology firms in San Diego. Gen-Probe now maintains its 
rincipal offices and research facilities at 10210 Genetic Center Drive in San Diego, where it 
mploys over 500 scientists and staff. Gen-Probe is organized under the laws of the State of 
>elaware. 

3. Gen-Probe is informed and believes that defendant Vysis, Inc. (hereinafter "Vysis" 
r "the defendant") is a corporation organized and incorporated under the Isws of the State of 
)elaware, Gen-Probe is further informed and believes that Vysis maintains its principal place of 
usincss in Downers Grove, Illinois and that it is controlled by BP Amoco, Inc. 

JURISDICTION AND VENUE 

4. Counts One and Two of this Complaint seek declaratory relief under the 
)eclaratoiy Judgment Act, Title 28, United States Code, Sections 2201 and 2202. This Court has 
ubject matter jurisdiction of the claims asserted therevmder by reason of Title 2S, United States 
:ode, Sections 1331, 1338(a), 1338(b) and 1367. 

5. Venue is proper in this District under Title 28, United States Code, Sections 
391(b) and 1400(b). 

Background 

6. Living cells store genetic information in molecules of nucleic acid known as DNA. 
rhese molecules consist of long, thin, chain-like strands which, in turn, are usually found in the 
ibrm of two tightly bound, complementary chains. DNA molecules retain their genetic information 
n the form of a genetic code. The information in the DNA detennines the life processes of each 
organism. The information in the DNA is used to make related nucleic acid molecules called KN A 
:hat cells use to manufacture proteins. 

7* Through the work of its scientists and stafl^ Gen-Probe has developed and continues 
10 develop diagnostic tests that seek out the DNA or RNA of the infectious organisms. These types 
3f tests are generally referred to as "genetic probes" or ^'nucleic acid tests" ("NAT*). Gen-Probe 
!21oi!^ ^vn. Case no, V266SH ajb 
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ow markets DNA probe products that test for a wide range of microorganisms that cause 
iberculosis, strep throat, pneumonia, fungal infections and sexually transmitted diseases. Through 
le efforts of its scientists and staff, Gen-Probe has emerged as the recognized world leader in the 
evelopment, manufacture and commercialization of diagnostic products based on its patented 
enetic probe technology. Gen-Probe has received over 40 FDA clearances and approvals for 
enetic probe tests to detect a wide range of microorganisms, including Chlamydia trachomatis, 
Mycobacterium tuberculosis and Neisseria gonorrhoeae. ^ 

8. Many human diseases are caused by bacterial or viral agents that invade living 
ells. Historically* the presence of these bacterial or viral agents was detected directly by time- 
onsuming methods such as culture or indirectly through the detection of antibodies. 
Jnfortunately, it takes lime, sometimes weeks or months, to grow organisms in culture, and it 
isually takes months for the body to manufacture antibodies in sufficient amounts to reveal the 
iresence of infectious agents. Consequently, these methods do not lend themselves to early 
letection of infection. NAT addresses this problem, 

9. Among the disease detection technologies recently applied by Gen-Probe is its 
)atented nucleic acid technology known as "Transcription-Mediated Amplification** CTMA*'). 
rhis technology enables Gen*Probe*6 NAT products to detect extraordinarily small quantities of the 
lucleic acids of infectious agents. 

10. In September 1996, Gcn-Probc received a $7.7 million grant from the National 
[nstitutes of Health to develop TMA-based nucleic acid tests to be used in screening donated blood 
for and human immunodeficiency virus (HIV), the caxisative agent of AIDS, and hepatitis C virus 
[HCV), which causes a severe form of hepatitis. 

11. At the time of the NlH grant to Gen-Probe, donated blood was principally tested by 
procedures that detected the presence of antibodies to the viruses being screened. Due to the time it 
takes for the body to make antibodies after initial infection, donated blood may test negative for 
antibodies, yet still carry infectious viruses. This delay between the time of actual infection and the 
time that antibodies can first be detected is often known as the window period.*' Reduction of this 

*Svindow period" was a significant concern of the United States government and the primary focus 
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f the grant to Gen-Probe to develop NAT diagnostics for use in blood screening. 

12. In fulfilling its obligations under the grant, Gen-Probe developed NAT tests to 
etect the DNA of HIV and hepatitis C in blood. Through the use of its NAT test, Gen-Probe 
elieves that researchers and medical personnel may rapidly and directly detect the presence of 1 
enetic material of viruses like HIV and HCV more accurately and without the complications and 
elay associated with conventional indirect tests. As such, Gen-Probe believes that its new test j 
nay significantly reduce the "window period" for detection of these extremely harmfiil viral agents [ 
nd resulting diseases. 

13 . Final development of the NAT tests for blood screening in the United States is now I 
aking place in testing conducted by the American Red Cross, America's Blood Centers, and others. 
'*A Purity Quest; Local Biotech's Ultra-Sensitive Blood Screening Could Cut Risk of AIDS, i 
iepatitis/* San Diego Union, March 25, 1999, page C-1 ,) Use of the tests in the United States is i 
nade pursiant to an Investigational New Drug Application filed v^th the United States Food and 
3rug Administration. In blood tested by the American Red Cross, Gen-Probe's products have 
letected hepatitis C and HIV which escaped detection by prior methods. ("New Blood Screening 
-inds Virus Others Missed; Experimental Test Turns Up Hepatitis C In Donated Blood," San Diego 
Union, April 2, 1999, page B-2.) 

14. On September 21, 1999, the French Ministry of Health approved the sale of the ' 
3en-Probe blood screening tests in France. Qcn-Probc anticipates approval of Its tests for us in 
Australia in early 2000. 

15. Qen-Probe has entered into an agreement with Chiron Corporation ("Chiron") of] 
Emeryville, California, with respect to the development, manufacture, and distribution of blood ' 
screening products, Gen-Probe is also a party to an agreement with Bayer Corporation ("Bayer") of j 
Emeryville, Califomia with respect to the development, manufacture, and distribution of clinical 
diagnostic products for the detection of HIV and hepatitis C, anaong other pathogens. 

16. Gen-Probe anticipates that additional clinical trials in the United States of its 
HTV/HCV tests for use in blood screening and in clinical diagnostics will conunence in the first part 
of 2000, Gen-Probe anticipates the conclusion of those clinical trials, and the initiation of j 
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immereial sales in the United Stales of kits containing its HIV/HCV blood screening test, during 
)00, ' 

17. All of the Gen-Probe products are manufactured in San Diego, California. 

The '338 f ATENT 

18. Gen-Probe is informed and believes that on or about May 12, 1998, the United 
tales Patent and Trademark Office issued United States Patent No. 5,750^38 Cthe '338 patent") 
ased upon Patent Application No. 238,080 filed on May 3, 1994. 

19. Gen-Probe is informed and believes that defendant Vysis claims to be the owner, by 
ssignment, of the entire right, title and interest of the '338 patent. The claims of the '338 patent 
urport to relate to assays and probes for polynucleotide molecules such as DNA and RNA. 

20. In early 1999, Vysis informed Gen-Probe that it believed that the '338 patent 
applied" to Gen-Probe's NAT blood screening tests for HIV and HCV. Following further i 
liscussions and to avoid any complications in Gen-Probe's plans for commercial deployment of its 
iIAT test kits, as of June 22, 1999 Gen-Probe obtained a license ("the License") from Vysis under ] 
be '338 patent. Gen^Probe also obtained options to the License for its relationships with Chiron 
Lnd Bayer. 

21. Under the terms of the License, Vysis requires Gen-Probe (and its allied parties if i 
he options are exercised) to make significant financial payments to Vysis as royaltiea on the sale of | 
uiy product covered by any valid claims of the '338 patent. 

22. Notwithstanding the existeiwe of the License, and as further alleged herein, Gen- 
i'robc believes that the claims of 338 patent are invalid in all material respects. . Furthermore, Gen- 
Probe believes that its NAT blood screening tests do not infringe any valid claim of the '338 patent 
^s such, Oen-Probe disagrees with Vysis' contention that the claims of the '338 patent "apply" to 
Gen-Probe's activities and contemplated products. For these same reasons, Gen-Probe contends I 
that it has no obligation to make, any royalty payments to Vysis with respect to its present products I 
and activities and any contemplated products and activities that Vysis may later claim infringe the 
claims of the '338 patent 

23. Gen-Probe has communicated to Vysis its belief that the claims of the *338 patent | 
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arc invalid. In support of that belief, Gen-Probe has provided Vysis with information thai 
demonstrates that the claims of the '338 patent are invalid. Gen-Probe has also advised Vysis of its 
belief that its NAT test kits for use in detecting HCV and HIV in the Nation's blood supply do not 
and vrill not infringe any valid claims of the *338 patent. 

24. Notwithstanding its receipt of the foregoing information, Vysis persists in its 
assertion that the claims of the '338 patent are valid and enforceable and that Gen-Probe is 
obligated to make royalty payments in accordance with the temas of the License. 

25.. Based upon a long history of litigation between Gen-Probe and Vysis and its 
affiliates, Gen-Probe reasonably anticipates that should it fail to pay royalties pursuant to the 
License^ Vysis will aggressively attempt to enforce its perceived rights under both the License and 
the '338 patent by tenninating the License and by initiating litigation against Gen-Probe, its allied 
parties* and customers. 

26. An actual case or controversy exists between Gen-Probe and Vysis concerning the 
validity and infringement of the *338 patent and Gen-Probe's rights and obligations under the 
License. The determination of the issues presented in this complaint will inure to the greater public 
benefit and good. 

CountOne 



NOhT-lNFRXNOEMENT OP THE *338 PATENT 

27. Ocn-Piobc repeats, repleads and incorporates herein the allegations of paragraphs 1 
through 26 of this complaint 

28. Qcn-Probe's NAT lest kits for use in detecting HCV and HIV in the Nation's blood 
supply do not and will not Infringe any valid claims of the *338 patent 

Count Two 
iNVAUDiTY Of The patent 

29. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs I 



26 I through 26 of this complaint 



27 
28 



CoQUvGODwJUiaup 

AfT^•l*tT« AT Law 



30. The claims of the *338 patent are invalid by reason of one or more provisions of 
Title 35 of the United Slates Code. 
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Count Three 
Declaratory Relief 

31. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs 1 
irough 26 of this complaint. 

32, An actual controversy has arisen and now exists concerning the rights and 
bligations of Gen-Probe pursuant to the terms of the parties' License. Those disputed arise from ! 
nd their resolution depends upon the federal patent laws. 

33* Gen-Probe seeks a declaration of its rights and obligations under the License, I 
aiticularly in light of the invalidity and non-infringement of the '338 patent and defendant's acts I 
funfair competition as alleged herein. 

Count Four 
Unfair CoMPETjTioN 

34. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs 1 
hrough 33 of this complaint. 

35. Vysie knows or should know the underlying facts establishing the invalidity of the 
ilaims of the '338 patent In continuing to enforce the claims of the '338 patent, Vysis has acted 
ind continued to act unfairly, inequitably and in bad faith« In addition, Vysis* actions constitute 
mlawfuly unfiEiir or fraudulent business pneu:ticca under California Business & Professions Code I 
lections 17200, et seg. 

36. By reason of the aforementioned acts of unfair competition and unlawful, imfair j 
ind fraudulent business practices, Gen-Probe is entitled to damages, as established at time of trial, 
estituticn and injunctive relief. 

Wherefore, Gen-Probe prays as follows: 
1. For declarations: 

a. Thai Gen-Probe's products do not and will not infringe any valid claims of | 

*338 patent; 

b. That the clairos of the '338 patent are invalid; and 

c. Of Gen-Probe's rights and obligations under the parties* Lic^ise; 
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2. For a preliminary and permanent injunction enjoining and restraining defendant, its ! 
respective officers, agents, servants, employees and attorneys, and all persons acting in concert 
with them, and each of them:- r . 

a. From making any claims to any person or entity that Gen-Probe*s products 
infringe the *338 patent; 

b. From interfering with, or threatening to interfere with the manufiacture, sale, 
license, or nse of Gen-Probe's products by Gen-Probe, its allied parties, distributors, customers, ] 
licensees, successors or assigns, and others; and 

c. From instituting or prosecuting any lawsuit or proceeding) placing in issue 
the right of Gen-Probe, its allied parties, distributors, customers, licensees, successors or assigns, 
and others to make, use or sell Gen-I^obe*s products; 

3. For recovery of Gen-Probe's damages, as proven at time of trial, and restitution of | 
any sums by which Vysis has been unjustly enriched; 

4. For recovery of Gen-Probe's attorneys' fees and costs of suit incurred herein; and 

5. For such other and further relief as the Court may deem just and proper. 

Dated: Januaij^S^^^^ 

COOLEY GODWARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 




Itephen P. Swintcn 



Attorneys for Plaihtifr 
Gen-Probe Incorporated 
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COOLEY GODWARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 
4365 Executive Drive, Suite 1100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858)453-3555 

Attorneys for Plaintiff 
Gen-Probe Incorporated 



UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF CALIFORNIA 
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PROOF OF SERVICE BY MAIL 

I, Alison J. Lyman, hereby declare; 

I am employed in the City of San Diego, County of San Diego, California in the office of a 
member of the bar of this court at whose direction the following service was made. I am over the 
age of eighteen years and not a party to the within action. My business address is Cooley 
Godward LLP, 4365 Executive Drive, Suite 1100, San Diego, California 92121-2128. I am 
personally and readily familiar v*rith the business practice of Cooley Godward LLP for collection 
and processing of correspondence for mailing with the United States Postal Service, pursuant to 
which mail placed for collection at designated stations in the ordinary course of business is 
deposited the same day, proper postage prepaid, with the United States Postal Service. 

On January 26, 2000, I served: First Amended Complaint for Declaratory and 
Injunctive Relief on the interested parties in this action by placing a true copy thereof, on the 
above date, enclosed in a sealed envelope, following the ordinary business practice of Cooley 
Godward LLP, for collection and mailing in the United States mail addressed as follows: 



Charles E, Lipsey, Esq. 
Finnegan, Henderson, Farabow, et al 
1 300 1 Street, N.W., Suite 700 
Washington, DC 20005-3315 
Tel: (202) 408-4000 
Fax: (202) 408-4400 
Attorneys for Vysis, Inc. 




John H. L'Estrange, Jr. Esq. 
Wright and L'Estrange 
701 B Street, Suite 1550 
San Diego, CA 92101 
Tel: (619)231-4844 
Fax: (619) 231-6710 
Attorneys for Vysis, Inc. 

Thomas W. Banks Esq. 

Finnegan, Henderson, Farabow, et al. 

700 Hansen Way 

Palo Alto, CA 94304 

Tel: (650)849-6600 

Fax:(650)849-6666 

Attorneys for Vysis, Inc. 



I declare under penalty of perjtiry under the laws of the State of California that the 
foregoing is true and correct, and that this declaration was executed on January 26, 2000, at 
San Diego, California. ^ 



Alison J, Lyman 
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COOLEY GOD WARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858) 453-3555 



Attorneys for Plaintiff 
Gen-Probe Incorporated 



UNITED STATES DISTRICT COURT 

f 




SOUTHERN DISTRICT OF CALIFORNIA 



GEN-PROBE INCORPORATED, No. 99cv2668 H (AJB) 

Plaintiff, Gen-Probe Incorforated's First Set of 

Requests For Production Of Documents 
V, To Vysis, Inc. 

VYSIS, INC., 

Defendant. . 



Propounding Party: Gen-Probe Incorporated 
Responding Party: Vysis, Inc. 
Set Number: One 

Pursuant to Federal Rule of Civil Procedure 34(a)(1), Plaintiff Gen-Probe Incorporated 
("Gen-Probe") hereby requests that all documents and tangible things described below be 
produced for its inspection and/or copying by Gen-Probe in accordance with the Definitions and 
Instructions set forth below on March 6, 2000 at 10:00 a.m. at the offices of its counsel, Cooley 
Godward LLP, 4365 Executive Drive, 1 1th Floor, San Diego, California 92121. 
1. Definitions And Instructions. 

1. Vvsrs, you, and your mean defendant Vysis, Inc, its directors, officers, 
employees, attorneys, accountants, consultants, representatives, agents, any parent corporations, 
/// 
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subsidiaries, divisions, successors in interest, any partnerships or joint ventures to which it is a 
party, and/or other PERSONS acting on its behalf 

2. Document is used in its broadest sense, and has the same meaning as "documents*' 
as defined in Federal Rule of Civil Procedure 34(a). As used herein, DOCUMENTS includes 
"things." 

3. Communication means any transmission of information from one person or entity 
to another by any means. 

4. Person means any natural person and any other cognizable entity, including 
(without limitation) corporations, proprietorships, partnerships, joint ventures, consortiums, clubs, 
associations, foundations, governmental agencies or instrumentalities, societies and orders. 

5. *338 PATENT means United States Patent No. 5,750,338, as well as any and all 
divisionals, counterparts, continuations, continuations-in-part, or parents thereof, the applications 
from which any of the foregoing resulted, and any and all other related U.S. and foreign 
applications. 

6* License means that certain Nonexclusive License Agreement Under Vysis' Collins 
Patents between Gen-Probe and Vysis, dated June 22, 1999. 

7* Wherever used herein, the singular shall include the plural and the plural shall 
include the singular. 

8. You are to produce the original and each non-identical copy of each document or 
other tangible thing requested herein which is in your possession, custody or control, 

9* If you do not produce any document because it is stored electronically or by 
means of other media, identify such document by the subject matter of the document and the 
place(s) where such document is maintained, and provide a suitable method for retrieving the 
document. 

10. If a request is silent as to the time period for which production of documents and 
things is sought, you are to produce all DOCUMENTS originated in whole or in part and of all things 
within your possession, custody, or control at any time during the period December 21, 1987 
through the date of your production. 
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II. Documents To Be Produced, 
Request for Production No. 1: 

AH DOCUMENTS Called for by Federal Rule of Civil Procedure Rule 26(aXl)(B). 
Request for Production No. 2 : 

All DOCUMENTS identified in, or relied upon by you while preparing, YOUR responses to 
Gen-Probe Incorporated's First Set of Interrogatories to Vysis, Inc. 
Request for Production No. 3: 

All documents that constitute, evidence or refer to any method or kit for amplifying 
and/or detecting a target polynucleotide contained in a sample. 
Request for Production No. 4: 

All documents that constitute, evidence or refer to a method or kit for amplifying and/or 
detecting a target polynucleotide containied in a clinical sample. 
Request for Production No. 5: 

All documents that constitute, evidence or refer to the research and/or development of the 
methods or kits claimed in the '338 patent. 
Request for Production No. 6: 

All documents that constitute, evidence or refer to any and all prior art relevant to the 
'338 patent, including but not limited to any brochures or samples, patents and publications, 
dated prior to May 3, 1994. 
Request for Production No. 7: 

All documents that constitute, evidence or refer to the '338 patent. 
Request for Production No. 8: 

All documents that constitute, evidence or refer to any experiments or research by or on 
behalf of Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. Lawrie, Bruce P. Neri; 
John S. Curtis, and/or Danahey Ryan, concerning any method for amplifying a target 
polynucleotide contained in a sample and/or sample medium including but not limited to any (1) 
theses, (2) dissertations, (3) journal articles, (4) lab notebooks, (5) memoranda, (6) handwritten 
notes, or (7) oral presentation materials. 
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Request for Production No. 9: 

All DOCUMENTS that constitute, evidence or refer to any experiments or research by or on 
behalf of Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. Lawrie, Bruce P. Neri, 
John Curtis, and/or Danahey Ryan, concerning any method for detecting a target polynucleotide 
contained in a sample, and/or sample medium, including but not limited to any (1) theses, (2) 
dissertations, (3) journal articles, (4) lab notebooks, (5) memoranda, (6) handwritten notes, or (7) 
oral presentation materials. 
Request FOR Production No. 10: 

All documents that constitute, evidence or refer to any experiments or research by or on 
behalf of Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. Lawrie, Bruce P. Neri, 
John S. Curtis, and/or Danahey Ryan, concerning any kit for detecting a target polynucleotide 
contained in a sample, including but not limited to any (1) theses, (2) dissertations, (3) journal 
articles, (4) lab notebooks, (5) memoranda, (6) handwritten notes, or (7) oral presentation 
materials. 

Request for Production No, 11: 

All DOCUMENTS that constitute, evidence or refer to any experiments or research by or on 
behalf of Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. Lawrie, Bruce P. Neri, 
John S. Curtis, and/or Danahey Ryan, concerning any kit for amplifying a target polynucleotide 
contained in a sample, including but not limited to any (1) theses, (2) dissertations, (3) journal 
articles, (4) lab notebooks, (5) memoranda, (6) handwritten notes, or (7) oral presentation 
materials. 

Request for Production No, 12: 

All DOCUMENTS that constitute, evidence or refer to the work reported in each of the 
examples of the ' 3 3 8 PATENT. 
Request for Production No. 13: 

All documents provided by You and/or Mark L. Collins, Donald N. Halbert, Walter 
King, Jonathan M. Lawrie, Bruce P. Neri, John S. Curtis, and/or Danahey Ryan to the patent 
lawyers who prepared the applications which led to issuance of the '338 patent, and all technical 
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correspondence and communications between the inventors and their patent attorneys concerning 
the preparation of such applications. 



All DOCUMENTS that constitute, evidence or refer to any experimenul results, or to any 



other information submitted to the U.S. Patent and Trademark Office in connection with the 
prosecution of the '338 patent, or information reported to any patent office or other government 
agency in connection with the prosecution of any related patents or applications, including, but not 
limited to, (1) records of all work performed, (2) all materials and methods used, and (3) all data in 
connection with any experiments performed to obtain the results described in such submissions. 
Request for Production No. 15: 

All DOCUMENTS that constitute, evidence or refer to declarations or affidavits submitted to 
the U.S. patent and Trademarlc Office in connection with the prosecution of the '338 patent. 
Request for Production No. 16: 

All DOCUMENTS that constitute, evidence or refer to the following patent applications: 

a. U.S. Patent Application Serial No. 238,080, filed May 3, 1994; 

b. U.S. Patent Application Serial No. 400,657, filed March 8, 1995 

c. U.S. Patent Application Serial No. 257,469, filed June 8, 1994 

d. U.S. Patent Application Serial No. 124,826, filed September 21, 1993 

e. U.S. Patent Application Serial No. 946,749, filed September 1 7, 1 992 

f. U.S. Patent Application Serial No. 648,468, filed January 3 1 , 1991 

g. U.S. Patent Application Serial No. 644,967, filed January 22, 1991 

h. U.S. Patent Application Serial No. 136,920, filed December 21, 1987 

i. U.S. Patent Application Serial No. 922,155, filed October 23, 1986 



Request for Production No. 17: 

All DOCUMENTS, including but not limited to patents and printed publications, that illustrate 
and/or describe the subject matter of the '338 patent. 



Request FOR Production No. 14: 
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U.S. Patent Application Serial No. 944,505, filed September 14, 1992 
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Request for Production No, 18: 

All documents that constitute, evidence or refer to any and all uses by any PERSON of any 
product or method for the amplification and/or detection of a target polynucleotide contained in a 
sample prior to May 3, 1994. 
Request for Production No. 19: 

All DOCUMENTS that constitute, evidence or refer to sales, offers for sale, or disclosures by 
any person of any product or method for the amplification and/or detection of a polynucleotide 
contained in a sample prior to May 3, 1994. 
Request for Production No. 10: 

All documents that constitute, evidence or refer to any and all uses by any PERSON of the 
invention of the '338 patent with the permission of Mark. L. Collins, Donald N. Halbert, Walter 
King, and/or Jonathan M. Lawrie prior to May 3, 1994, and any payments made to Mark. L. 
Collins, Donald N. Halbert, Walter King, and/or Jonathan M. Lawrie for such use. 
Request for Production No. 21: 

All documents that constitute, evidence or refer to the conception of the subject matter 
claimed in the *338 patent, including but not limited to laboratory notebooks, invention 
disclosures or records of invention, periodic reports, publications, and correspondence. 
Request for Production No. 22: 

All DOCUMENTS that constitute, evidence or refer to the reduction to practice of the subject 
matter claimed in the *338 patent, including but not limited to laboratory notebooks, invention 
disclosures or records of invention, periodic reports, publications, and correspondence. 
Request for Production No. 23: 

All DOCUMENTS that constitute, evidence or refer to the research and development of the 
subject matter claimed in the '338 PATENT prior to May 3, 1994. 
Request for Production No. 24: 

All DOCUMENTS that constitute, evidence or refer to any patent application filed in the 
United States by You or by Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. 
/// 
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Lawrie, Bruce P. Neri, John S. Curtis, and/or Danahey Ryan that describes or claims a method or 
kit amplification and/or detection, of a target polynucleotide contained in a sample. 
Request for Production No. 25: 

All DOCUMENTS that constitute, evidence or refer to opinions or other communications by 
or to You, or by or to any other person, on the issues of infringement, validity, or enforceability 
of the '338 patent, or any other issue relating to the '338 patent. 
Request for Production No, 26: 

All DOCUMENTS discussing or analyzing the '338 patent and the applications leading 
thereto, including but not limited to (1) all documents discussing or analyzing the (a) strength, (b) 
coverage, (c) legal significance, or (d) business significance of the '338 patent; (2) the 
applications leading thereto; or (3) any foreign counterpart patents and applications thereof. 
Request FOR Production No. 27: 

All documents that constitute, evidence or refer to any license agreement that You have 
entered into, and any royalty that You receive or pay or have agreed to receive or pay, with respect 
to the manufacture, sale, or use of the subject matter claimed in the '338 patent. 
Request for Production No. 28: 

All documents that constitute, evidence or refer to any discussion or offer made by You 
to another, or any request or refusal by another, to take a license under the '338 patent. 
Request for Production No. 29: 

All documents sufficient to describe assays or kits for the amplification and/or detection 
of a target polynucleotide contained in a sample, made, sold or offered for sale by You or by any 
of Your licensees that You contend are within the claims of the '338 PATENT. 
Request for Production No. 30: 

A sample of each of the assays or kits for the detection of a target polynucleotide contained 
in a sample made, sold or offered for sale by YOU or by any of Your licensees that You contend 
are within the claims of the '338 patent. 
Request for Production No. 31 : 

All documents submitted to the Food and Drug Administration or other governmental 
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regulatory agency for the purpose of obtaining licensing or approval of products that You contend 
are within the claims of the *338 PATENT. 
Request for Production No. 32; 

All DOCUMENTS that constitute, evidence or refer to efforts by others to invent the subject 
matter claimed by the '338 patent at any time prior to May 3, 1994. 
Request for Production No. 33: 

All documents that constitute, evidence or refer to any ownership interest formerly 
possessed, now possessed, or to be acquired by any PERSON, entity, or institution in the subject 
matter claimed in the '338 PATENT, whether arising by virtue of inventorship, assignment, license, 
security interest, lien, or any other direct or beneficial interest, including but not limited to all 
DOCUMENTS that constitute, evidence or refer to any actual or proposed assignment, license, or 
other disposition of right, title, or interest in the subject matter of the '338 patent. 
Request for Production No. 34: 

All DOCUMENTS that constitute, evidence or refer to communications between You and 
present or former Gen-Probe employees, agents or representatives regarding the '338 patent or 
methods for amplifying and/or detecting target polynucleotides. 
Request for Production No. 35: 

All DOCUMENTS that Constitute, evidence or refer to Your document retention or 
destruction policies. 
Request for Production No, 36: 

Corporate organization charts sufficient to, identify Your organization structure generally 
and as it relates to the following functions as they relate to the subject matter claimed in the '338 
PATENT: (a) research and development; (b) patents; (c) licensing; (d) manufacturing; (e) 
distribution; (f) marketing and sales; and (g) strategic planning. 
Request for Production No. 37: 

All publications authored by each PERSON that YOU intend to offer as an expert witness and 
all DOCUMENTS that Your or any person acting on YOUR behalf has shown or otherwise made the 
contents of available to any such expert. 
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Request for Production No* 38: 

All publications authored or co-authored by Your, Mark L. Collins, Donald N. Halbert, 
Walter King, Jonathan Lawrie, Bruce P, Neri, John S, Curtis, and/or Danahey Ryan that refer 
to or evidence a method or kit for the amplification and/or detection of a target polynucleotide 
contained in a sample. 
Request for Production No* 39: 

All DOCUMENTS that constitute, evidence or refer to speeches or other presentations by 
You, Mark L. Collins, Donald N. Halbert, Walter King, Jonathan M. Lawrie, Bruce P. Neri, John 
S. Curtis, and/or Danahey Ryan, relating to a method jDr kit for the amplification and/or detection 
of a target polynucleotide contained in a sample including but not limited to any files or notes 
about such speeches or presentations, any and handouts given to the persons to which the speech 
or presentation was made. 
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J 




In this action, plaintiff Gen-Probe Incorporated seeks a declaration that TOdted States^ 
Patent Number 5,750,338 (the "'338 patent") is invalid. Gen-Probe also alleges that defendant 
Vysis, Inc. has committed unfair competition by enforcing the '338 patent against Gen-Probe in 
bad faith, while knowing the patent to be invalid. 

In response to Gen-Probe*s complaint, Vysis has declared to the United States Patent and 
Trademark Office (the "Patent Office") that the *338 patent is "partly inoperative" due to an 
"error" in the prosecution of the patent. {See Page 127 of Exhibit E to Declaration of John 

L'Estrange In Support of Vysis' Motion ("Vysis Exh. ").) Rather than submit the existing 

patent to scrutiny in this Court, Vysis seeks to change the claims of the patent through a "reissue" 
proceeding in the Patent Office. By federal regulation, the reissue proceeding will be conducted ex 
parte, and Gen-Probe will be precluded fi-om participating in that proceeding in any meaningfiii 
fashion. 

Gen-Probe will be prejudiced by any delay in the adjudication of its claims until after the 
reissue proceeding is completed, ^the Court elects to delay further proceedings in this case while 
Vysis seeks to change the patent in the Patent Office, the Court should impose conditions that are 
adequate to protect Gen-Probe against the prejudice that it will sufTer as a result of the delay. Such 
conditions are essential, and the Court should impose a stay only in conjunction with the 
imposition of conditions required by equity and fairness. Furthermore, any stay of this case should 
be complete - it should not be a partial, one-sided stay that permits Vysis alone to keep this action 
alive for the sole purpose of obtaining unilateral discovery. 

Finally, the Court should deny Vysis' alternative motion to dismiss Gen-Probe's fourth 
claim of relief for unfair competition. According to Vysis, the mere existence of a license 
agreement for the *338 patent insulates Vysis firom any claim of unlawful, unfair or fi^udulent 
business practices under California law. Vysis* argument ignores the fact of Vysis' bad faith 
enforcement of the patent, through the Ucense agreement and other conduct. Vysis* argument also 
ignores decisions by the United States Court of Appeals for the Federal Circuit that confirm the 
vitality of unfair competition claims in the circumstances alleged in the First Amended Complaint, 
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II. Factual Background. 

In light of the procedural posture of this case, the Court must accept as true the facts that 
Gen-Probe asserts in its operative complaint. E.g., Cooper v. Pickett, 137 FJd 616, 623 (9'^ Cir. 
1998); NL Industries. Inc. v. Kaplan, 792 F.2d 896, 898 (9*^ Cir. 1986). 

A, The Parties 

1. Gen-Probe Incorporated. 

Gen-Probe was founded in San Diego in 1984 as a small "start up" company 
seeking to develop products based on the discoveries of a local research scientist. Over time, 
Gen-Probe has become one of the largest biotechnology firms in San Diego. Gen-Probe now 
maintains its principal offices and research facilities at 10210 Genetic Center Drive in San Diego, 
where it employs over 600 scientists and staff. 

Gen-Prdbe has developed and continues to develop diagnostic tests that seek to detect the 
DNA or RNA of infectious organisms. These types of tests are generally referred to as "genetic 
probes" or nucleic acid tests ("NAT"). Gen-Probe now markets genetic probe products that test 
for a wide range of microorganisms that cause tuberculosis, strep throat, pneimionia, sexually 
transmitted diseases, and fungal infections. 

2. Vysis, Inc. 

Defendant Vysis, Inc. is a public corporation that maintains its principal 
place of business in Downers Grove, Illinois. It is a subsidiary of BP Amoco pic. Vysis claims 
that it is the assignee of the '338 patent. While Vysis markets numerous products, it has never 
been profitable. 

B. Gen-Probe's NAT Test Kits. 

In 1996, Gen-Probe received a grant of $7.7 million from the National Institutes of 
Health to develop NAT tests to detect HIV and hepatitis C in blood donated for transfusion. At the 
time of the grant, existing screening tests relied upon the detection of antibodies to the viruses 
when those antibodies were produced by the immune system. Significantly, a '^vindow'* period 
exists between the time a person is first infected with a virus, such as HTV or hepatitis C, and the 
time that the body first produces antibodies to the disease. The NIH-fimded research was intended 
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to expedite development of NAT tests that could rapidly and directly detect the HIV and HCV 
viruses themselves, even before the body first produced antibodies to the viruses. These tests 
would thusjeduce the "window" period in which infected blood might be unknowingly transfused. 

Gen-Probe succeeded in developing the NAT tests sought by the NIH, Gen-Probe's tests 
have been in use by the American Red Cross and America's Blood Centers since March 1999, 
pursuant to an Investigational New Drug ("END") application.^ ("A Purity Quest; Local Biotech's 
Ultra-Sensitive Blood Screening Could Cut Risk of AIDS, Hepatitis," San Diego Union, March 
25, 1999, page C-1). In blood tested by the American Red Cross, Gen-Probe's products have 
detected hepatitis C and HIV in donated blood after the viruses escaped detection by the prior 
antibody-based methods. ("New Blood Screening Finds Virus Others Missed; Experimental test 
Turns Up Hepatitis C in Donated Blood," San Diego Union, April 2, 1999, page B-2.) 

Further clinical trials in the United States of the HIV/HCV blood screening tests will 
commence this month. Commercial sales in the United States of kits containing its HIV/HCV 
blood-screening test will likely begin during 2000. Gen-Probe has already received regulatory 
approval of the tests in France and Australia. 

C. The ^338 patent and the prosecution history. 

This litigation concerns the validity of the '338 patent and whether Gen-Probe's 
products and activities infringe that patent. The specification of the '338 patent purports to teach a 
method that combines isolation of a target DNA in a step known as "target capture", and a 
subsequent process in which many copies of that DNA are made (the "amplification" step). 

The '338 patent prosecution history began on October 23, 1986 with the filing of United 
States Patent Application Number 922,155 C*the 455 Application"). This application claimed a 
method for target capture, but it did not disclose the combination of target capture and 
amplification that the *338 patent claims. A continuation-in-part application of the '155 
Application, United States Patent Application Number 136,920 was filed on December 21, 1987 
/// 

* Because of the importance of the NAT tests, they are regarded by the FDA as a "drug" rather 
than as an ordinary diagnostic product 
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and this application is the first the Collins' family of patents to disclose target capture couples with 
target amplification. 

The '338 patent prosecution history began on October 23, 1986 with the filing of United 
States Patent Application Number 922,155. This application claimed a method for target capture, 
but it did, not disclose the combination of target capture and amplification that the '338 patent 
claims. . 

The prosecution history of the patent is extraordinary. The original application eventually 
led, through a series of at least six subsequent applications over a period of almost twelve years, to 
the issuance of the '338 patent in May 1998. In the course of prosecution, Vysis several times 
abandoned its applications, and was forced to petition the Patent Office to revive them. 

D, The History Of This Litigation. 

Almost immediately after issuance of the '338 patent, through a thinly-veiled threat 
of an infringement suit, Vysis asserted the '338 patent against Gen-Probe's NAT kits. (First 
Amended Complaint, K 20, Exh, 1 To Notice of Lodgment ("NOL")) On June 22, 1999, in order 
to avoid last-minute complications in the introduction of those kits, Gen-Probe signed a license to 
the '338 patent. (Vysis Exh. D.) Pursuant to the terms of the license, Gen-Probe must pay 
royalties to Vysis until such time as the patent is declared invalid. However, Gen-Probe has no 
obligation to pay royalties unless its products are covered by the '338 patent. Id. 

This , suit commenced on December 22, 1999,, when Gen-Probe filed a complaint in the 
United Stated District Court for the Southern District of California, (Declaration of Patrick M. 
Maloney ("Maloney DecL"), 1 2.) Gen-Probe sought a declaration that the '338 patent is invalid 
and a declaration that Gen-Probe's products and activities, namely its NAT test kits, do not 
infiinge the '338 patent. 

On January 6, 2000, Gen-Probe informally disclosed to Vysis several prior art references 
that Gen-Probe beheved render the '338 patent invalid because the technology claimed in the 
patent was anticipated by or obvious in light of the work of others. (V ysis Exh. B.) Vysis 
responded on January 19, 2000 that it believed that the references did not effect the validity of the 
'338 patent. (Vysis Exh. C.) . 
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On January 26, 2000, before Vysis responded to the Complaint, Gen-Probe filed and served 
on Vysis a First Amended Complaint that included the prior invalidity and non-infringement 
counts and also added counts for a declaration that Gen-Probe is not obligated to make royalty 
payments to Vysis pursuant to the' license concerning the '338 patent and for violations of the 
California Unfair Business Practices Act, Cahfomia Business and Professions Code §17200 et. 
seq. (the Unfair Competition Claim ). (Maloney Decl., 13.) In the unfair competition claim, Gen- 
Probe asserts that Vysis has committed acts of unfair competition by persisting to enforce the '338 
patent even though Vysis knows that the patent is invalid. 

Notwithstanding Vysis' January 19 response to the contrary, on March 8, 2000, Vysis 
apparently filed a reissue application with the Patent and Trademark Office, declaring the '338 
patent to be "partially inoperative." (Vysis Exh. F.) Contrary to die express requirements of the 
Patent Office (Manual of Patent Examination Procedures ("MPEP") § 1442.04), Vysis failed to 
disclose in its reissue application that the patent that it seeks to amend is the subject of pending 
litigation. 

After the parties served one another with initial rounds of discovery, the parties agreed to 
stay the discovery, and Vysis responded to the First Amended Complaint on March 9, 2000 by 
filing the instant motion for a stay, which alternatively requests that Gen-Probe's unfair 
competition claim be dismissed. rMaloney Decl. It 4-8.) The parties recently again stayed all 
discovery pending the resolution of the instant motion. {Id., 1 9.) 

Ill IF The Court Elects To Impose A Stay, It Should Impose Conditions That 
Will Ensure The Prompt Resolution Of The Patent Office Proceedings And 
Protect Gen-Probe From The Prejudicial Effects Of The Delay 

In response to the complaint in this case, Vysis has elected to declare the '338 patent 
''partially inoperative" , (Vysis Exh. E, p. 127) and now seeks to change the patent before 
submitting it to scrutiny by this Court. In considering Vysis' motion for a stay, the Court should 
evaluate and balance (1) the benefits that may flow fi^m the reissue process, (2) the hardships and 
prejudice that staying the litigation while reissue is pending will cause the parties, and (3) how far 
the litigation has proceeded. Xerox v. 3Com Corp., 69 F.Supp.2d 404, 406-407 (W.D.N.Y. 1999). 
Indeed, despite the perceived advantages of a stay pending a Patent Office determination, several 



217365 vl/SD 
4NPX01!.bOC 
CMIOOO/HSS 



99CV2668HAJB 



1 

2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 

Law 



4r ^ 

courts have denied a stay where the stay would cause undue prejudice or present a clear tactical 
disadvantage to the non-moving party. E.g., GPAC, Inc. v. D.W,M, Enterprises, Inc, 144 F.R.D. 
60 (D.NJ,_1992); Freeman v. Minnesota Mining & Mfg, Co., 661 F, Supp. 886, 888 (D. Del. 
1987). 

A. A stay will likely delay resolution of this case by over a year. 

If a stay is granted pending the completion of the reissue proceeding, significant 
delay in adjudicating Gen-Probe*s claims will inevitably result. Gen-Probe will be prejudiced by 
that delay. 

To begin with, Vysis* suggestion that its reissue proceedings will be conducted in an 
expeditious manner greatly overstates the speed with which the Patent Office disposes of reissue 
proceedings in general and, given the conduct of Vysis thus far, the speed with which it is hkely to 
dispose of Vysis' application in particular. For example, on average, even though the Patent 
Office deems reissue proceedings "special," it still requires in excess of one year to dispose of 
such matters in the Patent Office. According to the 1998 Patent and Trademark Office Annual 
Report - Fiscal Year 1998: A Patent And Trademark Office Review - the average time in 1998 to 
process a utility, plant, or reissue application was 16.9 months, and the Patent Office hoped to 
reduce this to an average of 10 months by 2000. (NOL, Exh. 2, p. 18.) Moreover, the Manual of 
Patent Examining Procedures, in section 1442.01, permits the Patent Office to grant the applicant 
an extension of time within which to respond to any office action that is long and complex. Given 
the * 33 8 patent's lengthy and tortured prosecution history, it is not unreasonable to assume that the 
reissue proceedings will take longer than average.^ 

The evidence abready suggests that Vysis is not motivated to resolve the pending reissue 
proceedings as quickly as its moving papers might suggest. Vysis has failed to comply with 
Section 1442.04 of the MPEP. This section required Vysis to disclose to the Patent Office in its 

^ One reason for that delay is that reissue applicants may file continuation applications. Thus, 
although the time for any individual response may be limited, a reissue applicant such as Vysis 
may delay the ultimate proceedings endlessly through continuation practice and filibuster. Cf 
United Sweetener USA, Inc. v. Nutrasweet Co., 766 F. Supp. 212, 218-219 (D. Del. 1991) (court 
concerned that litigants would use Patent Office appeals following reexamination to its tactical 
advantage). 
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initial reissue application the fact that the '338 patent is the subject of litigation. Among other 
things, that disclosure would prompt expediting processes within the Patent Office (albeit subject 
to the potential delay and filibuster of continuation practice).^ 

B. Reissue will not dispose of this litigation. 

Implicit in Vysis' motion for a stay is the suggestion that its efforts to obtain reissue 
of the '338 patent will dispose of this litigation. This suggestion is without any basis. As 
discussed below, when the stay terminates, this case will return to the very same posture that it was 
in when Vysis filed its reissue application. 

Vysis contends that the reissue proceeding will somehow expedite the resolution of this 
case upon the termination of the stay and the resumption of proceedings in this Court. In fact, the 
only clear result of Vysis' belated reissue application will be delay in the adjudication of the issues 
raised by the complaint in this case. 

Contrary to Vysis' express suggestion, the fact that the patent will have undergone further 
ex parte examination by the Patent Office in the course of the reissue process will not change the 
scope of review in this Court when the reissue proceeding is complete, TJ, Smith and Nephew 
Ltd V. Consolidated Medical Equipment, Inc., 821 F.2d 646, 648 (Fed. Cir. 1987) ("The 
presumption of validity ... is not 'strengthened' by reissue"); Fromson v. Advance Ojfset Plate, 
Inc., 755 F.2d 1549 (Fed. Cir, 1985) (same); Johnson & Johnson, Inc, v. Wallace A, Erickson & 
Co., 627 F.2d 57 (7^** Cir. 1982) (reissue proceedings "have no effect whatever on the judicial 
process"); PIC Inc. v. Prescon Corp,, 495 F.Supp. 1302 (D. Del, 1980) (same; noting ex parre, 
non-adversarial nature of Patent Office reissue proceedings). 
/// 
/// 
/// 
/// 

^ This requirement for disclosure of pending litigation is neither an idle nor insignificant 
obligation. In at least one reported instance, a reissue applicant's failure to comply with this 
litigation disclosure requirement contributed to a finding of inequitable conduct. See Critikon, Inc. 
V. Becton Dickinson Vascular Access, Inc., 120 F.3d 1253 (Fed. Cir. 1997). 
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Thus, when the reissue proceeding is complete, the validity of the claims of the patent must 
be determined in this Court without deference to the Patent Office: 

The Courts are the final arbiter of patent validity and, although 
courts may take cognizance of, and benefit from, the proceedings 
before the patent examiner, the question is ultimately for the courts 
to decide, without deference to the ruling of the patent examiner. 

Quad Environmental Tech v. Union Sanitary Dist., 946 F.2d 870, 876 (Fed. Cir. 1991). 

Irrespective of whether Vysis retains the existing, "partially inoperative" claims of the '338 
patent or obtains new claims, this Court will still need to evaluate Gen-Probe*s claims of 
non-infringement and invalidity. Additionally, the reissue proceedings caimot dispose of 
Gen-Probe's claim for unfair competition arising out of Vysis bad-faith enforcement of the *338 
patent, which it now admits is "partially inoperative." Nor can the reissue proceedings resolve the 
claim that the patent is unenforceable because Vysis engaged in inequitable conduct while 
prosecuting the '338 patent. See MPEP 1448; e.g. Enprotech Corp, v. Autotech Corp., 15 U.S.P.Q. 
2d 1319 (N.D. 111. 1990). Nor can the Patent Office consider Gen-Probe's claim of unfair 

competition. Simply put, reissue will not dispose of this litigation. 

1 

C. Gen-Probe will suffer prejudice from the imposition of a stay* 

Delay in resolving the issues raised by the First Amended Complaint will prejudice 
Gen-Probe and benefit Vysis. The Court need not search for a hidden motive behind Vysis pursuit 
of reissue proceedings and its failure to expedite the reissue proceedings as set forth above. That 
motive for delay arises from Gen-Probe's representations to the Court and Vysis that, in light of 
Vysis express and implied threats, it currently intends to continue to pay royalties on the '338 
patent during the pendency of this suit. Thus, delay in the ultimate resolution of the reissue and 
this case works to Vysis* benefit. Indeed, if the reissue proceeding or this action results in a 
finding that the entirety of the claims of the '338 patent are invalid, Vysis could receive the benefit 
of millions of dollars of additional royalty payments simply as a result of the delay caused by the 
reissue application. 

The prejudice to Gen-Probe from delay is particularly disturbing given Vysis' precarious 
financial status. According to Vysis' public reports, it has not yet generated any profits from its 
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business and is not even projected to do so until fourth quarter 2000 at best. (Vysis' Press 
Releases, NOL., Exhs. 3, 4.) Vysis' financial straits, coupled with its effort to create needless 
delay, create a grave concern that the stay will affect Gen-Probe's substantive rights in this case. 

For example, should Gen-Probe succeed in its claim for unfair competition arising out of 
Vysis' bad-faith enforcement of the '338 patent, Gen-Probe will be entitled to recoup any royalty 
payments it pays during the pendency of this action. See Cal. Bus. & Prof. Code Section ITZOB."^ 
However, if, at the delayed conclusion of this case, Vysis is financially unable to make restitution, 
Gen-Probe's remedy will be hollow. Accordingly, should the Court accept Vysis' motion to delay 
this case, fairness dictates that the Court impose suitable safeguards to ensure that Vysis does not 
use the resulting delay to collect extra royalty payments on an invalid patent. 

D. The benefits of a stay are limited* 

The only real benefit fi*om a stay pending completion of the reissue process is that 
such a stay would permit the claims of the '338 patent to be finally and permanently fixed before 
the patent is submitted to scrutiny in this Court. A stay could admittedly preclude two rounds of 
judicial review of the patent. For this reason - and despite the inevitable delay in reaching the 
merits - some courts have felt constrained to stay litigation in light of the possibility that patent 
claims might be modified in reissue proceedings, particularly where the patentee files the reissue 
application in the early stages of litigation. 

E. The Court should impose reasonable conditions tf a stay is granted. 

Courts that have granted stays in the circumstances similar to those presented here 
have also routinely imposed conditions in connection with the stay in order to minimize the 
prejudice sustained by the other party fi-om the resulting delay in final resolution of the issues. E.g. 
United Merchants and Manufacturers, Inc. v. Henderson^ 495 F. Supp. 444 (N.D. Ga. 1980). 
Because Gen-Probe will suffer undue prejudice and competitive injury if the Court stays this case, 
Gen-Probe respectfully requests that the Court carefully craft appropriate conditions for the stay to 
minimize the resulting prejudice to Gen-Probe. Any stay imposed by this Court should be a 



^ All California Authorities are attached as exhibits to the concurrently filed Notice of Lodgment. 
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complete stay and should impose proper conditions in order to protect the processes of the Court 
and minimize prejudice to Gen-Probe. Moreover, the conditions should encourage Vysis to 
expedite its prosecution of the reissue application. 

Gen-Probe requests that if the Court grants Vysis' motion, the Court also impose the 
following conditions: 

• Vysis should promptly advise the Patent Office of the pendency of this litigation and 
petition for special litigation processing of the reissue application, as required by the 
Manual of Patent Examination Procedure § 1442.04; 

• Vysis should agree to forego any continuation practice (or, alternatively, should Vysis 
desire or attempt to pursue any continuation of the pending reissue proceeding, the Court 
should promptly vacate the stay) (QC United Sweetener, 766 F.Supp. at 218-219 (stay would 
automatically lift at pre-determined point of Patent Office proceedings to prevent the use of 
appeals solely to delay the case); 

• Vysis should report in writing to the Court and Gen-Probe on 60-day intervals 
concerning the status of the reissue proceedings {ASCII Corp, v. STD Entertainment, Inc., 
844 F.Supp. 1378 (N.D. CaL 1994); Dennco, Inc. v. Cirone, 1995 US Dist. Lexis 9988 (D.N.H. 
1995)0; 

• Vysis should notify the Court and Gen-Probe within ten days when the Patent Office 
issues its final office action on the initial reissue application; 

• The parties should establish an escrow account into which Gen-Probe shall pay all 
royalties due to Vysis under the terms of the license agreement pending the outcome of 
this action. (This condition serves the dual purpose of providing the most likely motivation 
for Vysis to expedite the reissue proceedings and the only secure protection to ensure and 
secure Gen-Probe's entitlement to the return of its royalty payments at the conclusion of this 
case.^) 

^ As is explained above, an order granting a stay will subject Gen-Probe to unreasonable and 
unnecessary financial risk. Where, as here, one of the parties is in a state of financial distress, the 
courts, have not been reluctant to condition an order granting a stay on measures to reduce the 
financial risk to the party opposing the stay. E.g., Apex Hosiery Co. v. Knitting Machines Corp., 
90 F. Supp 763, 767 (D. Del 1950) (stay conditioned on waiver of right to recover damages that 
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IV. The Court Should Reject Vysis' Request For One-Sided Discovery. 

As part of its motion to stay the case, Vysis asks that the stay be one-sided: Vysis wants to 
obtain discovery from Geh-Probe to aid jt in presenting its position to the Patent Office in the ex 
parte reissue proceedings. Among other things, Vysis seeks to obtain discovery of Gen-Probe's 
NAT kits such that it can further shape any reissue claims to encompass those products. 

In considering Vysis' motion, it is important to consider that the reissue proceeding in the 
Patent Office is a one-sided, ex parte proceeding, in which Gen-Probe cannot participate in any 
meaningful way. While Gen-Probe has the right to file a single initial "protest" brief with the 
Patent [Office within the first 60 days following the formal announcement of the reissue 
proceeding, Gen-Probe is absolutely precluded by regulation from any fiirther participation in the 
reissue proceedings. 37 CF.R. § 291(c); Henkel Corp, v. Coral, Inc., ISA F.Supp. 1280, 1298 
(N.D, 111. 1990) ("The Patent Office eliminated the opportunity to fiiUy participate as a protester, 
beyond the submission of an initial written protest, in 1982'*); In re Blaese, 19 USPQ 2d 1232 
(Comm'r. Pat. 1991) (the 1982 amendment to Rule 291 was specifically designed to ensure that 
the proceedings are essentially ex parte). Gen-Probe cannot reply to Vysis' response to 
Gen-Probe's protest, cannot respond in any way to other arguments made by Vysis in writing to 
the Patent Office, cannot comment on interim Patent Office rulings ("office actions"), cannot 
respond to Vysis' fiirther amendments of the patent claims (if any), cannot attend the usual 
informal hearings or "interviews" conducted by the patent examiner to address issues which arise 
in the proceeding, and cannot participate in any appeal to Board of Patent and Trademark Appeals. 
Id. 

Vysis' reissue application, and its motion to stay this action, clearly suggest that Vysis 
intends to try and take advantage of the ex parte nature of the reissue proceeding in the Patent 
Office and, if it is successfiil there, return to this Court and argue that the court must defer to the 
Patent Office's decision to issue amended claims. Vysis seeks to keep this case alive solely to 

would accrue while stay pending); Bethlehem Steel Corp. v. Tishman Realty & Construction Co, 
Inc., 72 F.R.D. 33 (S.D.N. Y, 1976) (stay conditioned on the posting of a bond); In re Hayes 
Microcomputer Products, Inc. Patent Litig., 982 F.2d 1527 (Fed. Cir. 1992) (percentage of sales 
placed in escrow account while injunction stayed during appeal). 
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permit Vysis to obtain unilateral discovery from Gen-Probe. Vysis seeks to obtain such discovery, 
which is not available in Patent Office reissue proceedings, in order to bolster its position in the ex 
parte reissue proceeding. At the same time it simultaneously seeks discovery and a stay here, 
Vysis also seeks to deny Gen-Probe any right to obtain discovery on the issues from Vysis.^ If this 
case is to be stayed, it should be stayed. If discovery is to proceed, then it should proceed for both 
parties, not just one. 

For example, Vysis claims that Gen-Probe's answers to discovery are "necessary for the 
Court and the parties to gain the full benefit of the reissue proceedings." (QC, Vysis 
Memorandum, at p. 8.) Yet, an identical argument may be made for the discovery that Gen-Probe 
served upon Vysis. That discovery was also timely served and, but for the parties' agreement to 
stay all discovery, would already have been answered. Among other things, that discovery seeks 
Vysis' explanations regarding its claims that Gen-Probe's NAT products infringe the *338 patent, 
Vysis' proposed construction of the claims of the '338 patent and an identification of all prior art 
of which Vysis is aware.'' Certainly, to the extent that Gen-Probe's responses may be "necessary" 
for the Court and the parties, Vysis' responses may provide an even better standard by which the 
Court may ultimately assess the validity and propriety of Vysis' conduct in the reissue 
proceedings. 

It would be manifestly unfair to permit Vysis to obtain one-sided discovery through this 
case, which would be otherwise stayed, in aid of Vysis' ex parte proceeding in the Patent Office. 



^ Among the various facets of unfairness inherent in Vysis proposed unilateral discovery stay is the 
fact that I the proposal would impose significant discovery costs on Gen-Probe. Yet, Vysis would 
avoid, or at a minimum defer, its own discovery costs for a significant amount of time. Moreover, 
to the extent that Vysis' motivation for the unilateral discovery stay is to aid the reissue 
proceeding, Gen-Probe has submitted corresponding discovery requests to Vysis that will go far to 
ensure Vysis* prompt and orderly disclosure of all prior art and related disclosures during the 
reissue. (See Gen-Probe's Discovery, NOL, Exhs. 5, 6.) The information sought by these requests 
will assist Gen-Probe in preparing its protest papers because it will (1) identify all of the material 
prior art possessed by Vysis, and (2) ensure that Gen-Probe (and the Patent Office) is aware of the 
scope of the claims asserted by Vysis. Both of these aspects are important to ensure that the Patent 
Office will be appraised of all the issues and art raised by Vysis* reissue. 

^ Gen-Probe has also sought discoveiy of relevant documents from various third parties affiliated 
with Vysis in the prosecution of the '338 patent. (Maloney DecL, t 7.) Gen-Probe has agreed to 
stay the responses to that discovery pending the outcome of the Court's ruling of the motion to 
stay. (M,19.) 
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The Court should either stay this case in its entirety or allow the parties to conduct bilateral 
discovery. 

V. The Court Should Deny Vysis' Alternative Motion To Dismiss The Unfair 
CoiviPETiTioN Claim For Relief. 

As an alternative to its motion to stay,^ Vysis moves this Court to dismiss Gen-Probe's 
claim of unfair competition on the grounds that, according to Vysis, it has merely executed a 
license agreement and thus, according to its argument, has done nothing to "enforce*' the '338 
patent. Through that argument, Vysis relies upon specious reasoning and ignores the fundamental 
nature of the exclusionary rights inherent in the continued possession and assertion of a United 
States Patent. Vysis also ignores the accepted facts of the invalidity of the *338 patent and Vysis' 
express and implicit threats to enforce the '338 patent through litigation which induced the license 
agreement in the first instance. That argument also ignores significant Federal Circuit precedent 
that has recognized Gen-Probe*s imfair competition claim. 

To begin with, it is impossible to ignore the exceptionally high procedural burden that Rule 
12(b)(6) imposes upon Vysis' effort to dismiss the fourth count. The Ninth Circuit has repeatedly 
cautioned that dismissal under Rule 12(b)(6) is proper only in extraordinary circumstances. See, 
e.g., United States v. City of Redwood City, 640 F.2d 963, 966 (9* Cir. 1981). District Courts may 
not dismiss claims under Rule 12(b)(6) "unless it appears beyond doubt that the plaintiff can prove 
no set of facts in support of [its] claim that would entitle [it] to relief." Schneider v. California 
Department of Corrections, 151 F.3d 1194, 1196 (9* Cir. 1998). Furthermore, as noted above, 
this Court must accept as true the facts that Gen-Probe asserts in its complaint. E.g., Cooper v. 
Pickett, 137F.3dat623. 

Accordingly, the Court must consider Vysis' motion in the context of several dispositive 
facts. First, the claims of the '338 patent are invalid in all material respects and the patent is 
unenforce^le. (First Amended Complaint, 22, 30.) Furthermore, to the extent that a court 
would, or could, narrowly construe any of the claims of the '338 patent in a fashion to maintain 

* The inclusion of the alternative motion within the motion to stay papers is contrary to Local Rule 
7.1, which requires each motion to be separately stated and separately supported. 
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any semblance of validity, such construction would not encompass any of Gen-Probe's products. 
(/^.422.) 

In addition, Vysis knom that the '338 patent is invalid and unenforceable, /rf., at ^ 35. 
Despite that knowledge and in bad faith, Vysis has . continued to enforce the '338 patent. Id. 
Based upon the facts alleged in the complaint, the Court must deny Vysis' alternative motion to 
dismiss the fourth count for unfair competition. 

Gen-Probe's claim for unfair competition presents a cognizable claim arising from Vysis' 
previous and continuing acts of unfair competition. Thus, the Court must deny Vysis' alternative 
motion to dismiss Gen-Probe's fourth claim for relief. 

For example, Gen-Probe alleges that Vysis' conduct violates Section 17200 of the 
California Business and Profession Code, This statute proscribes any unlawful, unfair or 
fraudulent business practice or conduct, Cel-Tech Communications, Inc, v. Los Angeles Cellular 
Telephone Co., 20 Cal.4**' 163, 180 (1999). This multi-faceted claim encompasses fraudulent 
practices that are likely to deceive members of the public. See Saunders v. Superior Court, 27 
Cal.App.4^ 832, 839 (1994). Thus, unlike common law fraud, a plaintiff may establish a Section 
17200 violation even if no one was actually deceived, relied upon the fraudulent practice, or 
sustained any damage. E.g., Bank of the West v. Superior Court, 2 Cal. 4* 1254, 1267 (1992). 

As a fiirther prong of Section 17200, the California courts have construed an *Wawfiil 
business practice" as any violation of law whether civil or criminal, federal, state or municipal, 
statutory, regulatory, or court-made. E,g., Stevens v. Superior Courts 75 Cal.App.4**' 594, 606 
(1999). Finally, an unfair business practice, at least between competitors, includes any acts or 
practices that '^threatens an incipient violation of the antitrust law, or violates the policy or spirit of 
one of those laws because its effects are comparable to or the same as a violation of the law, or 
otherwise significantly threatens or harms competition." Cel-Tech, 20 Cal.4th at 187, 

The accepted facts and inferences attendant with Gen-Probe's fourth count make clear that 
Vysis' acts of bad-faith enforcement of an invalid patent constitute unlawful, unfair or fraudulent 
business practices or conducts in violation of Section 17200.' 

^ Technically, the first inquiry under Section 17200 is whether another law bars the unfair 
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Accordingly, at this procedural juncture, the statutory presumption of validity arising from 
35 U.S.C. 282 is a smoke screen raised by Vysis to blur the Court's vision. Rather, the Court must 
accept the fact of invalidity'and unenforceabiUty - coupled with Vysis actual knowledge of those 
defects. The Court must also assume that Vysis knows that Gen-Probe's NAT products do not 
infringe any valid claim of the '338 patent. (Id., ^ 22.) 

Accordingly, at this procedural juncture, Vysis cannot hide behind the statutory 
presumption of validity arising from 35 U.S.C. 282^^. Rather, the Court must accept that the fact 
of invalidity and unenforceability - coupled with Vysis actual knowledge of those defects. The 
Court 'must also assume that Vysis knows that Gen-Probe's NAT products do not infringe any 
valid claim ofthe '338 patent, 22.) 

Vysis' argument that it has merely entered into a license agreement and thus has not 
"enforced" the invalid patent claims ignores reality and the further allegations of Gen-Probe's 
complaint. For example, soon after the '338 patent issued, Vysis first implemented its 
enforcement efforts for the *338 patent by contending that the '338 patent applied to Gen-Probe's 
NAT products. {Id., t 20). Particularly given the litigious nature of Vysis and its predecessor-in- 
interest, Amoco Technology Corporation, (see id., If 25), that "suggestion*' provided a clear 
warning to Gen-Probe that Vysis would sue for infringement should Gen-Probe fail to acquiesce 
to Vysis' demand for royalty payments under a license agreement. (See Id, 20, 25.) That 
evidence ftiUy satisfies the requisite showing of unlawful and fraudulent conduct. In addition, 
given the statutory monopoly that accompanies the grant of a United States Patent, coupled with 



competition action. Cel-Tech, 20 CaL4*^ at 184. Vysis has not challenged this issue - and for good 
reason. No state law bars this claim and, in a series of decisions, the Federal Circuit has 
established that federal patent law does not preempt state law claims for unfair competition that 
depend upon facts of bad-faith enforcement of invalid patents, ^.g.. Zenith Electronics Corp, v. 
Exzeclnc, 182 F.3d 1340, 1355 (Fed Cir. 1999). 

The presumption of patent validity is purely a procedural device. It simply assigns to the party 
that asserts that a patent is invalid the burden of proving invalidity. Avia Group International Inc. 
V. LA. Gear California, 853 F.2d 1557, 1562 (Fed, Cir. 1988); In reEtter, 756 F.2d 852, 856 
(Fed. Cir. 1985). The presumption does not have any substantive evidentiary significance. New 
England Braiding Co. v. A. W. Chesterton Co., 970 F.2d 878, 882 (Fed. Cir. 1992) (presumption 
insufficient to establish probability of success on the merits in context of injunctive relief); 
Nutrition 21 v. United States, 930 F.2d 862, 869 (Fed. Cir 1991) (same). 
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Vysis' knowledge that the claims of the '338 patent were invalid and did not apply to Gen-Probe*s 
products, that prior conduct of Vysis establishes the alternative prong of unfairness. See, e.g., 
Argus Chemical Corp. v. Fibre Glass-Evercoat Co. 812 F.2d 1381, 1386 (Fed. Cir. 1987). 

Furthermore, even disregarding the early evidence of Vysis' unlawful, unfair or fraudulent 
business practices and conduct, Gen-Probe has also alleged Vysis' continuing activities by which it 
has continued to enforce the *338 patent notwithstanding actual knowledge of the invalidity, 
unenforceability and non-infringement of the '338 patent. Specifically, to eliminate any doubt 
concerning Vysis' knowledge that the claims of the '338 patent are invalid and that Gen-Probe's 
products do not infringe, Gen-Probe alleged the facts substantiating its recent disclosure to Vysis 
of prior art references that invalidate the claims of the '338 patent, (First Amended Complaint, 
1 23.) In the face of that further disclosure and notwithstanding Vysis' actual knowledge of the 
invalidity and unenforceability of the *338 patent, Vysis has persisted in its public denial and has 
continued to insist that the '338 patent is valid and that Gen-Probe's NAT products infringe that 
patent. {Id,, K 24.) This conduct alone satisfies the fraudulent prong of Section 17200.*^ 

Moreover, the argument that Gen-Probe's remedy for Vysis' fraudulent enforcement of a 
knowingly invalid patent is merely to cease royalty payments ignores the fact, as alleged, that Gen 
Probe's failure to render royalty payments will result in Vysis' aggressive efforts to terminate the 
license agreement and initiate infringement suits against Gen-Probe and its allied collaborators and 
customers. (First Amended Complaint, f 25.) That continuing threat of aggressive litigation 
provides still further evidence of the enforcement muscle that Vysis wields through the '338 patent 
and the license agreement. 
/// 

' * As indicated above, Gen-Probe has shown an adequate basis for its unfair competition claim and 
further shown that the claim does not depend upon Vysis supposition of a claim for 'Svrongful" or 
malicious defense. (Vysis* Memorandum, at p. 10-11.) Nonetheless, Gen-Probe notes that Vysis' 
proposition that it caimot be guilty of unlawful, unfair or fraudulent business practices, as a matter 
of law, for "merely" enforcing a patent license agreement prior to compelling a judicial 
determination of invalidity presents a troubling argument. Gen-Probe suggests tfiat an independent 
claim for unfair competition and anti-competitive activity will arise should Gen-Probe ultimately 
prevail and prove that, notwithstanding Vysis* actual knowledge of invalidity, it nonetheless 
judicially denied such taiowledge and yferce^f a judicial finding of invalidity in order to continue to 
collect royalties on an invalid patent pursuant to its license agreement. 
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Finally, Vysis' fraudulent conduct in violation of Section 17200 is virtually established 
through the pleadings coupled with Vysis' response to Gen-Probe's disclosure of invalidating prior 
art. {See Id., 23-24,) As the extrinsic evidence proffered by Vysis discloses, Vysis initially 
responded to Gen-Probe's proffer by denying any infirmity in the *338 patent. {See Galloway 
letter dated January 19, 2000, Vysis Exh. C.) Yet," notwithstanding this response, Vysis then 
initiated reissue proceedings in an attempt to "cure" the invalidating defects that Gen-Probe 
brought to Vysis' attention. Vysis' reissue declaration at least tacitly evidences its concern that the 

broad claims of the '338 patent are invalid in light of the prior art that Gen-Probe submitted. That 

f 

tacit concern raises a strong inference of a violation of section 17200 when viewed in the context 
of Vysis' January 1 3, 2000 response to Gen-Probe. 

Thus, the Court must deny Vysis' alternative motion to dismiss Gen-Probe* s fourth count 
for Unfair Competition. Given the facts of Vysis' knowledge of the invalidity, non-infringement 
and unenforceability of the *338 patent, Vysis cannot show beyond doubt that Gen-Probe can 
prove no set of facts in support of its claim that would entitle it to relief. See, e.g., Schneider v, 
California Department of Corrections, 151 F.3d 1194, 1196 (9^*^ Cir. 1998). 

As a corollary to the present viability of Gen-Probe's claim for unfair competition, that 
claim will remain viable notwithstanding the outcome of Vysis' resort to reissue proceedings. 
Thus, to the extent that Vysis purports to buttress its motion for a stay upon express or implied 
suggestions that the reissue proceeding can dispose of the entire case, that argument is simply 
wrong and misrepresents the limited nature of reissue proceedings. 

First, there are a discrete number of outcomes of the reissue proceeding. None of those 
outcomes will obviate this litigation and, in particular, Gen-Probe's claim for unfair competition. 
For example, irrespective of the Patent Office's decision on reissue, this Court retains jurisdiction 
to review any reissue patent, to determine the validity of the reissue claims, and to evaluate Vysis' 
past and future conduct before the Patent Office, and in enforcing the invalid '338 patent. Because 
this Court is not bound by any determination of the Patent Office, (e.g., Yates-American Machine 
Co., Inc. V. Newman Machine Co., Inc., 694 F. Supp. 155, 158 (M.D.N.C. 1988).), Gen-Probe's 
unfair competition claim will remain viable even under the best of reissue outcomes for Vysis. 
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Second, reissue proceedings cannot adjudicate or resolve acts of inequitable conduct 
committed in the prosecution of the original patent. E.g, MPEP 1448 ('The Office no longer 
investigates and rejects reissue applications under 37 CFR 1.56. The Office will not comment 
upon any duty of disclosure issues which are brought to the attention of the Office in reissue 
applications . . . ."); see also, Enprotech Corp., 15 U.S.P.Q. 2d 1319. Based upon the limited 
evidence available to date, and particularly when viewed in the context of the tortured prosecution 
of the '338 patent, Gen-Probe believes that the issue of inequitable conduct and resulting 
unenforceability will remain for resolution. Even assuming, arguendo, that the Patent Office and 
this Court determine that all of the original and reissue claims, if any, are valid, Gen-Probe's 
unfair competition claim will remain viable to the extent that Vysis has enforced - and continues 
to enforce - a patent that is unenforceable due to the inequitable conduct committed by it or its 
predecessor in interest 
VI. Conclusion. 

As set forth above, a stay will not ultimately eliminate or dispose of Gen-Probe's claims. 
Nonetheless, should the Court impose a stay, the Court should impose suitable conditions to 
minimize the prejudice that Gen-Probe will sustain from the delay that will result from Vysis' 
reissue proceedings. 

/// 
/// 
/// 
/// 
/// 
/// 
/// 
/// 
/// 
/// 
/// 
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4. C 

If a stay is granted but Vysis fails to prosecute the reissue application with utmost 
diligence, Gen-Probe reserves the right to move to vacate the stay. United Merchants d Mfrs., Inc. 
V. Henderson, 495 F. Supp. 444, 447 (N.D. Ga. 1980); Reiter v. Universal Marion Corporation, 
173 F. Supp. 13, 17 (D. D.C. 1959). 
Dated: April 10,2000 

COOLEY GODWARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES J. DONATO (146140) 
PATRICK M. MALONEY (197844) 



GEN-PROBE INCORPORATED 
R. WILLIAM BOWEN, JR. (102178) 




Attorneys for Plaintiff, 
Gen-Probe Incorporated 
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I, Lindsay Dillow, hereby declare: \ 
I am employed in the City of San Diego, County of San Diego, California in t1 



tice 



member of the bar of the court in which the within action is pending at whose direction the 
following service was made. I am over the age of eighteen years and not a party to the within 
action. My business address is Cooley Godward LLP, 4365 Executive Drive, Suite 1100, 
San Diego, California 92121-2128. I am personally and readily familiar with the business 
practice of Cooley Godward LLP for collection and processing of notices and other papers to be 
sent by overnight delivery service by Federal Express. Pursuant to that business practice, 
envelopes and packages are placed for collection at designated stations and in the ordinary course 
of business are that same day deposited in a box or other facility regularly maintained by such 
express service carrier or delivered to an authorized courier or driver authorized by such express 
service carrier to receive documents, in an envelope or package designated by such express service 
carrier, with delivery fees paid or provided for. 

On April 10, 2000, I served: NOTICE OF LODGMENT IN Support of Gen-Probe 

INCORPORATED'S RESPONSE TO VYSIS* MOTION: (1) FOR A STAY OF PROCEEDINGS AND, 

Alternatively, (2) To Dismiss Count Four Under Federal Rule Of Civil Procedure 
12(B) (6), Declaration of Patrick M- Maloney In Support Of Gen-Probe 
Incorporated's Response To Vysis' Motion: (1) For a Stay Of Proceedings and, 
Alternatively, (2) To Dismiss Count Four Under Federal Rule Of Civil Procedure 
12(B) (6) AND Memorandum Of Points And authorities Of Gen-Probe Incorporated In 
Response To Vysis* Motion: (1) For A Stay Of Proceedings And, Alternatively, (2) 
To Dismiss Count Four Under Federal Rule Of Civil Procedure 12(b)(6) on the 
interested parties in this action by placing a true copy thereof, on the above date, enclosed in a 
sealed envelope, at a station designated for collection and processing of envelopes and packages 
for overnight delivery service by Federal Express as part of the ordinary business practice of 
Cooley (jodward LLP described above, addressed as follows: 
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PROOF OF PERSONAL SERVICE 

declare: 

I am employed in the City of San Diego, County of San Diego, California; I am over the 
age of eighteen years and not a party to the within action; my business address is Advanced 
Attorney Service, 1785 Hancock Street, Suite 200, San Diego, CA 921 10. 

On April 10, 2000, 1 served the within: Notice of Lodgment In Support of Gen- 
Probe INCORPORATED'S RESPONSE TO VYSIS' MOTION: (1) FOR A STAY OF PROCEEDINGS 
And, ALTERNATIVELY, (2) TO DISMISS COUNT FOUR UNDER FEDERAL RULE OF CIVIL 
PROCEDURE 12(B) (6), DECLARATION OF PATRICK M. MaLONEY IN SUPPORT OF GEN-PROBE 
INCORPORATED'S RESPONSE TO VYSIS' MOTION: (1) FOR A STAY OF PROCEEDINGS AND, 
ALTERNATIVELY, (2) TO DISMISS COUNT FOUR UNDER FEDERAL RULE OF CivIL PROCEDURE 

12(B) (6) AND Memorandum Of Points And Authorities Of Gen-Probe Incorporated 
In Response To Vysis' Motion: (1) For A Stay Of Proceedings And, Alternatively, 
(2) To Dismiss Count Four Under Federal Rule Of Civil Procedure 12(b)(6) on the 
interested parties in this action by personally hand delivering a copy of said docimient(s) to the 
address(es) listed below: 

John H. L'Estrange, Jr Esq. 
Wright and LEstrange 
701 B Street. Suite 1550 
San Diego, CA 92101 
Tel: (619)23M844 
Fax: (619) 231-6710 
Attorneys for Vysis, Inc. 

I declare under penalty of perjury under the laws of the State of California that the 
foregoing is true and correct, and that this declaratioa was executed on April 10, 2000. 





(signature) 



(print name) 
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Charles E, Lipsey, Esq. 

Finnegan, Henderson, Farabow, et al. 

1300 1 Street, N.W., Suite 700 

Washington, DC 20005-33 1 5 j 

Tel: (2021408-4000 

Fax: (202) 408-4400 

Attorneys for Vysis, Inc, 



Thomas W, Banks Esq. 

Finnegan, Henderson, Farabow, et al. 

700 Hansen Way 

Palo Alto, CA 94304 

Tel: (650)849-6600 

Fax: (650) 849-6666 

Attorneys for Vysis, Inc. 



I declare under penalty of perjury under the laws of the State of California that the 
foregoing is true and correct, and that this declaration was executed on,Apri| 10, 2000, at 
San Diego, California. 
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COOLEY GOD WARD LLP 
STEPHEN P, SWINTON (106398) 
JAMES DONATO (146140) 
PATRICK M. MALONEY (197844) 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858) 453-3555 

R WILLIAM BO WEN, JR. (102178) 
GEN-PROBE INCORPORATED 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 
Telephone: (858)410-8918 
Facsimile: (858)410-8637 

Attorneys for Plaintiff 
Gen-Probe Incorporated 



UNITED STATES DISTRICT COURT 



SOUTHERN DISTRICT OF CALIFORNIA 



GEN-PROBE INCORPORATED, No. 99cv2668 H (AJB) 

Plaintiff, Gen-Probe Incorporated's Objections 

AND Responses to Vysis, Inc's Second Set 
v. OF Interrogatories 

VYSIS, INC., 

Defendant. 



Propounding Party: Defendant Vysis, Inc. 
Responding Party: Plaintiff Gen-Probe Incorporated 
S ET Number: Two (2) 

Pursuant to Federal Rule of Civil Procedure 33, Plaintiff Gen-Probe Incorporated ('*Gen- 
Probe") responds as follows to Defendant Vysis, Inc's ("defendant") second set of interrogatories: 
L General Responses* 

1. Gen-Probe's response to defendant's second set of interrogatories is made to the best 
of Gen-Probe's present knowledge, information, and belief. Said response is at all times subject to 
such additional or different information that discovery or further investigation may disclose and, 
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while based on the present state of Gen-Probe's recollection, is subject to such refreshing of 
recollection, and such additional knowledge of facts, as may result from Gen-Probe's further 
discovery or investigation. Gen-Probe reserves the right to make any use of, or to introduce at any 
hearing and at trial, information, and/or documents responsive to defendant's first set of 
interrogatories but discovered subsequent to the date of this response, including, but not limited to, 
any such information or documents obtained in discovery herein. 

2. To the extent that Gen-Probe responds to defendant's interrogatories by stating that 
Gen-Probe will provide information and/or documents which Gen-Probe, any other party to this 
litigation, or any other person or entity deems to embody material that is private, business 
confidential, proprietary, trade secret, or otherwise protected from disclosure pursuant to Federal 
Rule of Civil Procedure 26(c)(7), Federal Rule of Evidence 501, California Evidence Code section 
1060, or California Constitution, article I, section I, or any like or similar provision of law of any 
jurisdiction Gen-Probe will do so only upon the entry of an appropriate protective order against the 
unauthorized use or disclosure of such information. 

3. Gen-Probe reserves all objections or other questions as to the competency, relevance, 
materiality, privilege or admissibility as evidence in any subsequent proceeding in or trial of this or 
any other action for any purpose whatsoever of Gen-Probe's responses herein and any document or 
thing identified or provided in response to defendant's interrogatories. 

4. Gen-Probe reserves the right to object on any ground at any time to such other or 
supplemental interrogatories as defendant may. at any time propound involving or relating to the 
subject matter of these interrogatories. 

II. General Objections. 

1. Gen-Probe makes the following general objections, whether or not separately set forth 
in response to each interrogatory, to each instruction, definition, and interrogatory made in 
defendant' s first set of interrogatories: 

2. Gen-Probe objects generally to interrogatories 3 through 9, insofar as they seek 
information or production of documents protected by the attorney-client or the attorney work 
product privilege. Such information or documents shall not be provided in response to defendant's 
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interrogatories and any inadvertent disclosure or production thereof shall not be deemed a waiver 
of any privilege with respect to such information or documents or of any woric product immunity, 
which may attach thereto. 

3. Gen-Probe objects generally to each interrogatory to the extent it seeks to require Gen- 
Probe to identify in this response each or any document or other information which may relate to, 
reflect or otherwise refer to specified matters on the ground that such requests collectively 
encompass potentially thousands of pages of documents not all of which have or can be located 
and reviewed by counsel within the time period allowed by statute for this response. Accordingly, 
said request would subject Gen-Probe to unreasonable and undue annoyance, oppression, burden, 
and expense. 

4. Gen-Probe objects to Definition B to the extent it defines "Gen-Probe" to include Gen- 
Probe's predecessors or successors; past or present divisions, subsidiaries, parents, or affiliates of 
any of the foregoing entities; past or present joint ventures, partnerships, or limited partnerships of 
which any of the foregoing entities is a joint venturer or a limited or general partner; and past or 
present directors, officers, employees, agents, or representatives of any of the foregoing entities 
Said definition is vague and ambiguous in that it cannot be determined what is meant by the term 
"Gen-Probe." Said definition is also overly broad, seeks irrelevant information not calculated to 
lead to the discovery of admissible evidence, and would subject Gen-Probe and the other entities 
identified in the definition to unreasonable and undue annoyance, oppression, burden and expense. 

5. Gen-Probe objects to Definition E to the extent that it defines the phrase "target 
capture" to the extent the definition provided is broader than any disclosure of the '338 patent. 

6. Gen-Probe objects to the introductory statement to the extent it suggests that the 
interrogatories are continuing, on the ground that said instruction seeks unilaterally to impose an 
obligation to provide supplemental information greater than that required by Federal Rule of Civi 
Procedure 26(e) and would subject it to unreasonable and undue annoyance, oppression, burden, 
and expense. Gen-Probe will comply with the requirements of the Federal Rules of Civi 
Procedure and is willing to discuss mutually acceptable reciprocal obligations of defendant for 
continuing discovery. 
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7. Gen-Probe objects to Definition B and Instruction A to the extent that they seek to 
require Gen-Probe to search for information, documents and information about documents no 
longer in existence or no longer in Gen-Probe's possession, custody or control, on the grounds that 
said instruction is overly broad, would subject Gen-Probe to undue annoyance, oppression, burden 
and expense, and seeks to impose upon Gen-Probe an obligation to investigate information or 
materials from third parties or services who are equally accessible to defendant. 

8. Gen-Probe objects to Instruction A to the extent it seeks to require Gen-Probe to 
identify anything other than the specific claim or privilege or work product being made and the 
basis for such claim, on the ground that the additional information sought by defendant would 
subject Gen-Probe to unreasonable and undue annoyance, oppression, burden, and expense, and 
constitutes information protected from discovery by privilege and as work product. 

III. Specific Objections and Responses to Interrogatories. 

Without waiving or limiting in any manner any of the foregoing General Objections, but 
rather incorporating them into each of the following responses to the extent applicable, Gen-Probe 
responds to the specific interrogatories in defendant's first set of interrogatories as follows: 
Interrogatory No. 3: 

State in detail each arid every legal and factual basis for, and identify all documents and/or 
all non- written communications that refer or relate in any manner to, Gen-Probe's allegation in 
paragraph 35 of its First Amended Complaint that "Vysis has acted and continues to act unfairly, 
inequitably and in bad faith" and that "Vysis' actions constitute unlawfiil, unfair or fraudulent 
business practices under California Business & Professions Code Sections 17200, et. seq,'" 
Response to Interrogatory No. 3: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects to this interrogatory to 
the extent that it prematurely seeks the facts and contentions that Gen-Probe will advance at trial 
before the completion of investigation and discovery. Without waiving, and subject to, the 
foregoing objections, Gen-Probe will agree to disclose the bases upon which it asserted the 
allegations of paragraph 35 of the First Amended Complaint and responds as follows: 
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Although Vysis knows or should know that the '338 patent is invalid, unenforceable and 
does not encompass methods or compositions used in Gen-Probe's products, Vysis in early 1999 
took the position that Gen-Probe would be liable for patent infringement unless Gen-Probe took a 
license to the '338 patent. In early 1999, Vysis informed Gen-Probe that the '338 patent applied to 
Gen-Probe's nucleic acid tests for HIV and hepatitis for use in screening donated blood. Vysis 
continued to take this position in subsequent communications between the parties. Vysis's actions 
must be considered, in light of the prior conduct of Vysis, its predecessors, and its affiliates toward 
Gen-Probe. Written communications include the letters from John Bishop of Vysis to Henry L. 
Nordhoff of Gen-Probe dated February 11, 1999 and February 17, 1999. Oral communications 
were made primarily between March 1999 and June 22, 1999 in connection with various 
discussions in San Diego between the parties. 

In December 1999, through a letter from Peter Shearer, Gen-Probe informed Vysis of 
invalidating prior art. Vysis responded to Mr. Shearer's letter on January 19, 2000, professing 
satisfaction with the '338 patent. Notwithstanding the foregoing, Vysis continued to maintain that 
the patent is valid and that Gen-Probe is subject to the earlier executed license to the '338 patent. 
Interrogatory No. 4: 

Identify by name, model number, or other designation, each current and past product or 
process for detecting and/or quantifying a pplynucleotide using target capture and amplification 
developed by Gen-Probe, either by itself or with another person, including but not limited to Gen 
Probe NAT test kits for use in detecting HCV or HIV. For each product identified, indicate the 
dates during which manufacture and/or sales of the product occurred, the address locations at 
which manufacture and/or sales occurred, each person to whom the product was sold, any feature 
that is believed to distinguish the product from the claims of the *338 patent. 
Response to Interrogatory No. 4: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this interrogatory is 
vague and ambiguous with respect to the term "amplification." Gen-Probe further objects to this 
interrogatory to the extent that it prematurely seeks the facts and contentions that Gen-Probe wil 
229868 V./SD No. 99cv266« H (AJB) 



4XD80il.DOC 
062000/1610 



1 

2 

3' 

4 

5 

6 

7 

8 

9 
10 
11 
12 
13 
14 
15 
,16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 

UU>LLF 

r Law 



advance at trial before the completion of investigation and discovery. Gen-Probe also objects that 
to the extent this request seeks documents relating to products other than Gen-Probe *s NAT test 
kits for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe responds as follows: 

No Gen-Probe product uses "target capture" or "amplification" within the meaning of those 
terms as used in the properly construed claims of the '338 patent. Gen-Probe understands the term 
"product" as used in this interrogatory to mean a product that has been the subject of a commercial 
sale and understands the term "product" to exclude nucleic acid tests that have been transferred for 
use in connection with clinical trials. Subject to all of the foregoing, Gen-Probe responds that its 
nucleic acid tests for the detectipn of HIV and hepatitis C virus ("HCV") in donated blood and 
blood products use a form of target capture and a form of amplification that are not disclosed or 
claimed in the '338 patent. Between January 1, 1999 and March 30, 2000 Gen-Probe had sold kits 
for the detection of HIV and HCV (in 5,000-test kits and 1,000-test kits) to Chiron Corporation, 
Bayer Corporation, and Chugai Diagnostic Sciences Co., Ltd. These products were manufactured 
at 10210 Genetic Center Drive, San Diego, California and at 10808 Willow Court, San Diego, 
California. Gen-Probe believes that the HIV/HCV tests are not encompassed by the properly 
construed claims of the '338 patent for the reasons previously set forth in response to Interrogatory 
No. 2. 

Interrogatory No. 5: 

Identify each opinion, report, study, or search results, written or oral, received by, 
requested by, or known to Gen-Probe relating to the validity, scope, or enforceability of one or 
more claims of the '338 patent or to the infiingement or non-infringement of one or more claims of 
the '338 patent by any of the products identified in Interrogatory No. 4 including but not limited to 
Gen-Probe*s NAT test kits for use in detecting HCV or HIV. 
Response to Interrogatory No. 5: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fiilly set forth herein. Gen-Probe also objects that to the extent this 
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request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Without waiving, and subject to, the 
foregoing objections, Gen-Probe declines to respond on the grounds of the attorney-client privilege 
and attorney work product. 
Interrogatory No, 6: 

List separately and identify; licenses, agreements, contracts or undertakings, either foreign 
or domestic, entered into by Gen-Probe with third parties, including documents relating to any 
contemplated licenses, agreements, contracts or undertakings, either foreign or domestic, relating 
to each product identified in Interrogatory No. 4, including but not limited to Gen-Probe's NAT 
test kits for use in detecting HCV or HIV. 

RESPONSE TO INTERROGATORY NO. 6: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this 
request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the interrogatory is overbroad, unduly burdensome and not reasonably 
calculated to lead to the discovery of admissible evidence. Without waiving, and subject to, the 
foregoing objections, Gen-Probe responds as follows: 

On June 11, 1998, Gen-Probe has entered into an agreement with Chiron Corporation 
relating to nucleic acid tests for use in blood screening and clinical diagnostics. Chiron 
subsequently assigned its rights in the clinical diagnostics portion of the agreement to Bayer 
Corporation 

INTERROGATORY NO. 7: 

State in detail each factual and each legal basis for Gen-Probe contention that the '338 
patent is unenforceable, including each unenforceability contention advanced by Gen-Probe in 
briefing on Vysis' motion for a stay of these proceedings. 
Response to Interrogatory No. 7: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
229868 vi/SD No, !>9cv2668 H (AJB) 
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General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this 
interrogatory seeks information relating to products other than Gen-Probe's NAT test kits for use 
in detecting HCV or HIV, the interrogatory is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Gen-Probe further objects to this 
interrogatory to the extent that it prematurely seeks the facts and contentions that Gen-Probe will 
advance, at trial before the completion of investigation and discovery. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will agree to disclose the bases upon which it 
asserted in its briefing on Vysis' motion to stay that the '338 patent is unenforceable and responds 
as follows: 

The '338 patent is unenforceable due to Vysis' s inequitable conduct in the prosecution of 
its applications for the patent, as follows: 

The patent applicant delayed the prosecution of the applications for the method invention 
from the filling of the 136,920 application on December 21, 1987 through at least the issuance of 
the patent on May 12, 1998, a period of 10 '/i years. 

In connection with the petition to revive the abandoned 07/944,505 application, the patent 
applicant misrepresented to the PTO that the '505 application had been unintentionally abandoned. 

The patent applicant failed to maintain consonance with the segregation of the method and 
device inventions after the filing of applications 944,505 and 648,468, by amending application 
no. 238,080 to allege that it was a divisional of application no. 400,657. 

In the December 14, 1998 Request for Certificate of Correction, the patent applicant 
represented to the PTO that the mistakes identified in the Request were of minor character and 
resulted firom errors made in good faith. 

In the December 14, 1998 Request for Certificate of Correction, the patent applicant 
representing to the PTO that the mistakes identified in the Request were first identified after the 
issuance of the '338 patent and that die so-called "Error 2" had "only recently" been identified, 
when in fact Error 2 had been identified in 1995 and an amendment requested on March 8, 1995 in 
the course of the prosecution of application 08/400,657. 

In the December 14, 1998 Request for Certificate of Correction, the patent applicant 
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represented to the PTO that the failure to respond to the November 5, 1992 Office Action 
:onceming the '505 application had been inadvertent and that the '505 application had been 
unintentionally abandoned. 

The patent applicant failed to maintain consonance with the segregation of the method and 
device inventions after the filing of applications 944,505 and 648,468, by changing the priority 
claim of the '338 patent to assert that the '080 application was a continuation of application no. 
124,826. 

In the December 14, 1998 Petitions Requesting Entry of Amendment To Abandoned 
Applications, the patent applicant represented to the PTO that Sampson v. Commissioner, 195 
U.S.P.Q. 136 (D.D.C. 1976), supported the amendments sought in the Petitions. 

The patent applicant filed the reissue application in March 2000 without advising the PTO 
of the prior post-issuance amendments and corrections to the '338 patent sought in December 1998 
and entered thereafter. 

The patent applicant failed to advise the PTO that the term "amplify" as used in the 
applications for the '338 patent (and the corresponding reissue appUcation), properly construed, 
did not include target specific amplification. 
Interrogatory No. 8: 

Identify all persons with knowledge of any of the facts listed in Gen-Probe's responses to 

Vysis' interrogatory Nos. 1-7. 
Response to Interrogatory No. 8 : 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fiiUy set forth herein. Without waiving, and subject to. the foregoing 
objections, Gen-Probe responds as follows: 

Peter Shearer; Christine Gritzmacher. Dan Kacian; William Bowen; Henry L. Nordhoff; 
John Bishop; Nerval Galloway, Anthony Janiuk; Charles E. Lipsey; Thomas Ryan; Hon. Ronald 
Prager, Thomas Banks; Mark Collins; Donald Halbert; Walter King; Jonathan Lawrie; Scott 
Decker; Sherrol McDonough; Martha Bott; Sharon Bodrug. 
/// , . 
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Interrogatory No. 9: 

State in detail each factual and each legal basis, other than non-infringement of the '338 
patent by Gen-Probe's NAT test kits for detecting HCV or HIV, invalidity of the '338 patent, or 
unenforceability of the *338 patent, for the statement in paragraph 22 of Gen-Probe*s First 
Amended Complaint for Declaratory Relief and Unfair Competition that "Gen- Probe contends that 
it has no obligation to make any royalty payments to Vysis with respect to its present products and 
activities and any contemplated products and activities," if Gen-Probe contends other bases exist. 
Response to Interrogatory No. 9: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein, Gen-Probe further objects to this interrogatory to 
the extent that it seeks prematurely, before the completion of investigation and discovery, the facts 
and contentions that Gen-Probe will advance at trial. Without waiving, and subject to, the 
foregoing objections, Gen-Probe will agree to disclose the bases upon which it asserted the 
allegations of paragraph 22 of the First Amended Complaint and responds as follows: 

At this time, Gen-Probe does not contend that it has no obligation to make any royalty 
payments to Vysis with respect to its present products and activities and any contemplated 
products and activities on any basis other than invalidity, unenforceability, and the fact that Gen- 
Probe's products are not encompassed by the properly construed claims of the '338 patent- 
Dated: June 20, 2000 

COOLEY GOD WARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 
PATRICK M. MALONE Y ( 1 97844) 

GEN-PROBE INCORPORATED 
R. WILLIAM BOWEN, JR. (102178) 




Attorneys for Plaintiff 
Gen-Probe Incorporated 
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UNi rbl) STATES DISTHIC I COURT 
SOUTHERN DISl RICT OF CALIFORNIA 




GEN-PROBE INCORPORATED, 
Plaintiir, 



VYSIS. INC., 



Defendants. 



Civil No. 99cv2668 H(AJB) 
SCHEDULING ORDER 



Pursuant to Rule 1 6. 1 (d) (6) of the I x)cal Rules, a Case Management Conference was held on 
September 1 3, 2000, After consulting with the attorneys of record for the parties and being advised of 
the status of the case, and good cause appearing, 

FT IS HEREBY ORDERED: 

1 . On or before April 23, 2001 , each party shall comply with the opening disclosure report 
provisions in Rule 26(a)(2)(A) and (B) of the Federal Rules of Civil Procedure. Any opposing reports 
shall be exchanged on or before May 1 S, 200 1 . 

2. Any party shall supplement its disclosure regarding contradictory or rebuttal evidence 
under Rule 26(a)(2)(c)on or before May 29» 2001 . 

3. Please be advised that failure to comply with this section or any other discovery 
order of the court may result in the sanctions provided for in Fed.R.Civ,P..17 includlnic a prohibi* 
tion on the introduction of experts or other designated matters in evidence. 
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4. All fact discovery shall be completed by all parties on or before April 1 7, 2001 All 
expert discovery sliall be completed by all parlies on or before June 15, 2001 . "CompleleU" means that 
all discovery imder Rules 30-36 of the Federal Rules of Civil Frocedure. and discovery subpt-»enas under 
Rule 45, must be initiated a sufficient period of lime in advance of the cut-off date, so thai tl mav he 
completed by the cut -ofl date, taking into accoimi the limes for service, notice and response as set ftirih 
in the Federal Rules of Civil Procedure. All discovpry conferences mwiX hf f alcndared ivithitt 30 
rinys nf the rfwpiitg arising. 

5. All other pretrial motions must be filed so that they may be heard on or before August 6, 
200 1 . Please be advised that counsel for the moving party must obtain a motion hearing dale from the 
law clerk of the judge who will hear the motion. Be further advised that the period of time between the 
date you request a motion date and the hearing date may vary from one district judge to another. Please 
plan accordingly. For example, you should contact the judge's law clerk in advance of the motion cut- 
off to calendar the motion. Failure to make a timely request a motion date may result in the motion not 
being heard. 

6. Counsel shall file their Memoranda of Contentions of Fact and Law and lake any other 
action required by Local Rule 1 6. 1 (0 (3) on or before September 1 0, 200 1 

7. Counsel shall comply with the Pre-trial disclosure requirements of Federal Rule of CMvil 
Procedure 26(a)(3) on or before September 10, 2001 . 

8. Counsel shall meet and lake the action required by Local Rule 1 6. 1 ( 0 (5 ) on or before 
September 24. 2001 . 

9. Obj cctions to Pre-trial disclosures shall be filed no later than October 1 , 2001 . 

1 0. The Proposed Final Pretrial Conference Order l-cquired by Local Rule 1 6. 1(0 (7) shall be 
prepared, served, and lodged on or before October 1 , 2001 . 

11. The final Pretrial Conference is scheduled on the calendar of Judge Huff on October 8, 

2001 at 10:30 a.m. 

1 2. A post trial settlement conference before a magistrate judge may be held within 30 days 
of verdict in the case. 

13. The dates and times set forth herein will not be modified except for good cause shown. 
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14. Dates and times for hearings on motions should he approved by the Court's clerk before 
notice of hearing is served. 

1 5 Briefs or memoranda in support of or m opposition to any pending motion shall not 
exceed twcnty-five (25) pages in length without leave of a district court judge. No reply memorandum 
shall exceed ten (10) pages without leave of a district court judge. Uriefs and memoranda exceeding ten 
(10) pages in length shall have a table of contents and a tabic of authorities cited. 



IT IS SO ORDERED 



Dated: 





cc: Judge Huff 

All Counsel of Record 



K lln*lMaN\eATTA«jllH*-USl«li''-fli«>»«'A»TKIH 



3 



J 



m 

ffi EXHIBIT 6 

c 
a 

p 
o 

0 



1 
2 
3 
4 
5 
6 

7 

8 

9 
10 
11 
12 
13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 



00 AUG 



■ • 'iL 



Tr ARftETT & DUNNER L.L.P. 
CHaSeS E. UPSEY (/n Pro Hoc Vice) 
EDNAVASSILOVSKI (In Pro Hoc Vice) 
THOMAS W: BANKS (195006) 

JOHN W. BURNS (19003 1) ? y. 

700 Hansen Way 
Palo Alto, CA 94304 
Telephone: (650) 849-6600 
FacsSnule: (650)849-6666 

WRIGHT & L'ESTRANGE 
ffitt UESTRANGE, JR. (49594) 
JOSEPH T. ERGOSTOLO (137807) 

701 B Street, Siute 1550 
San Diego, CA 92101 
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FacslmUe: (619)231-6710 

Attorneys for Defendant VYSIS. INC. 
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GEN-PROBE INCORPORATED, 

; PlaintifiE; 



VYSIS, INC., 



Defendant. 



No.99CV2668H(AJB) 

DECLARATION OF NORVAL B. GALLOWAY 

Date: September 15. 2000 
Tune: 9:30 a.m. 
Dept.: Courtroom A 



I, Norval B. Galloway, declare: 
1. i™Pa.e».Coun«lforVysis.Ina;thedefe«d««mth.pr«entUtigatioob«ween 

Gen-Probe Incorporated (Gen-Probe) and Vysis. Inc. (Vysis). 

2 Vysis « a smaB company with taited financial resou.«s. Vysis employa only two 
in-house lawyers, its g»«a. covn>sel and n,e. I am Vysis'. Mouse paten, anomey and the only 
...omey at Vysis with detailed fiuniliarity with the p.,en,-u,.«n.. U. S. Pat«,t No. 5,750.338 («>. 
•338 patouX its lOstory. and the technical subi«» nmter and issues invoh«d in this suit I an, aUo 
the only attomey at Vysis with deudled fimuliarity with the "338 p««« rrissue appUcation now 
before the Patent Office. TTer. is no one else a Vysis who tnowl.dge.bly and efficiently 
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interact with Vysis's outside counsel in these two proceedings involving the '338 patent. I believe 
my participation in both proceedings involving the '338 patent is critical to protecting the interests of 
Vysis and instructing outside counsel in those cases. 

3 . Vysis and Gen-Probe, parties in the present suit, were previously both parties in Case 
No. 95-CV-998-J (BTM), a patent infringement suit also filed in the Southern District of California. 
That casei was filed by Gen-Probe alleging that the activities of Vysis in a number of areas, including 
assays for infectious diseases, infiinged Gen-Probe's patents. The parties stipulated to a protective 
order in the case that specifically allowed both Vysis and Gen-Probe to deugnate an in-house 
attorney and two o£5cers, directors or employees with free access to all of the opposing parties' 
confidential information. All attom^s of record also had fiiU access to confidential information 
produced in discovery. Gen-Probe did not try to restrict access to confidential information by any of 
Vysis's in-house counsel or its corporate officers, or impose any restriction on patent prosecution 
activity. A copy of that protective order is attached as Exhibit A. Gen-Probe has not accused Vysis 
of violating the previous protective order or of misusing Gen-Probe's confidential information from 
that case. 

4. The previous case settled on August 10, 1999. The terms of the settlement effectively 
prohibit Vysis from competing with Gen-Probe in the field of infectious disease testing. The terms 
prohibit Vysis from using tests it developed to compete with Gen-Probe for the detection of 
infectious diseases. Vysis has never competed in the blood screening field in which the Gen-Probe 
NAT test kit products that are the subject of this action compete. 

5. As an additional condition of settling the previous patent infringement lawsuit, Gen- 
Probe insisted upon a license under Vyas's '338 patent, one of the Collins patents, the patent-in-siut. 
Three letters between the parties discusising the settlement, two dated March 29, 1999 and one dated 
April 9, 1999, are attached to this declaration as Exhibits B, C and D. 

6. On December 22, 1 999, just three and one-half months after the previous suit was 
settled, Gen-Probe filed this new lawsuit against Vysis, asking for declaratory judgment that the '338 
patent is invalid or not infringed, and to excuse Gen-Probe from paying royalties due under the 
license. 
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7. On March 8, 2000, Vysis filed a patent reissue application with the PTO for the '338 
patent based on a belief that the patent is partially inoperative for failure to assert claims of 
intermediate scope. The new claims that Vysis proposes to add to the patent through the reissue 
process are narrower than the broadest claims in the original patent and do not cover subject matter 
outside that already encompassed by the original patent claims. The reissue proceeding is being 
conducted on the public record to which the public has fliU access. Gen-Probe has been provided 
with a copy of the reissue application. I understand Gen-Probe has filed a protest to the application 
with the PTO. 

8. Vysis is represented in this litigation by outside counsel, Finnegan, Henderson, 
Farabow, Garrett & Dunner (Finnegan Henderson) and specifically by Charles E. Lipsey. It has 
retained Wright & L'Estrange as local counsel to assist Finnegan Henderson with local procedures. 
Mr. Lipsey has substantial familiarity with the '338 patent and the relevant technology. His 
participation in both this litigation and the patent reissue proceeding are essential for protecting 
Vysis's legal interests. Neither Finnegan Henderson, Wright & L'Estrange, nor any of their 
attorneys or stafif do any patent prosecution for Vysis other than the s^iplication to reissue the '338 
patent. 

9. Apart fi'om the reissue application, Hnnegan Henderson does not represent Vyas in 
patent prosecution matters. Finnegan Henderson has no general femiliarity with Vysis' portfolio of 
intellectual property and provides no regular advice to Vysis with respect to Vysis' research, 
development, and business activities. To the contrary, Vysis regularly is represented by a number of 
firms other than Finnegan Henderson for patent prosecution and business matters. Finnegan 
Henderson's representation of Vysis is limited to adversarial mattm such as this litigation and issues 
relating to them. Finnegan Henderson has previously represented Vyas in matters involving 
XJen-Probe, including the prior litigation identified in paragraph 3 above. Finnegan Henderson 
became &miliar with the '338 patent and the history of this case as a result of that prior 
representation. Thus, I believe it is essential for Vysis that Finnegan Henderson represents Vysis 
with respect to the rdssue application as well as this lawsuit. 
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10. Gen-Probe's current HTV and HCV kits Ucensed under the '338 patent are widely 
listributed to blood screening institutions. These kits are distributed with a package insert detailing 
he operation of the test. To date, Gen-Probe has refused to produce documents or permit discovery 
vith respect to future products. Attached as Exhibits E and F are letters dated July 3 1, 2000, and 
August 3, 2000, between counsel for the parties that relate to these discovery discussions. Attached 
is Exhibit G is Gen-Probe's response to Vysis's second set of document requests, of which Requests 
>Jos. 3-5, 7, 21, 23-25, and 3 1-41 are relevant. 

1 1 According to publicly available information, Gen-Probe is a wholly-owned subsidiary 
)f Chugai, a large Japanese pharmaceutical company. Mr. R. William Bowen, Jr. is its general 
»unsel. It is my understanding that he oversees all legal matters for Gen-Probe and has a role in 
idvising the company on planning, policy, future product development and other company-wide 
lecisions. Mr. Peter R. Shearer is Gen-Probe's Vice President [of] Patents and I understand that he 
nanages all of Gen-Probe's patent prosecution and plays a major role in protecting its intellectual 
jroperty interests. I understand Christine A. Gritzmacher to be an in-house attorney for Gen-Probe 
who prosecutes patents. 

I declare under penalty of perjury under the laws of the United States of America that the 
foregoing is true and correct and that this declaration was executed on the<?^_day of August, 
2000, at Downers Grove, Illinois. 



Norval B. Galloway 
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Exhibit Description £agg 

A November 24, 1995 Stipulated Protective Order re 6 

Confidential lnformation in Gen-Probe. Inc. v. Amoco Corp. . 
Case No. 95-CV-998-J (BTM). 

B March 29, 1 999 letter from J.L. Bishop to H.L. Nordhoff. • 20 

C March 29, 1 999 fax letter from H.L. Nordhoff to J.L. Bishop. 24 

D April 9, 1 999 letter from J.L. Bishop to H.L. Nordhoff. 29 

E July31, 2000 letter from Thomas W.Banks to Patrick M. 31 

Maloney. 

F August 3, 2000 letter from Patrick M. Maloney to Thomas W. ' 33 

Bamcs. 

G June 20, 2000 Gen-Probe's responses to Vysis' Second Set of 37 

Requests for Production of Documents. 
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LYON Sc LYON 

A Partnership Including 

DOUGLAS E. OLSON (State Bar No. 38649) 

A Professional Corporation 

MARY S. CONSALVI (State Bar No. 130966) 

MATTHEW KNIGHT (State Bar No. 150209) 



F.T. ALEXANDRA MAHANEY (State Bar No. 
4250 Executive Square, Suite 660 
La Jolla, California 92037 
(619) 552-8400 



Attorneys for Plaintiff 
GEN- PROBE INCORPORATED 



125984'.) 





UNITED STATES DISTRICT COURT 
FOR THE SOUTHERN DISTRICT OF CALIFORNIA 



GEN- PROBE INCORPORATED, a 
Delaware Corporation 

Plaintiff, 



AMOCO CORPORATION, an Indiana 
Corporation, AMOCO TECHNOLOGY 
COMPANY, a Delaware 
Corporation, GENE-TRAK SYSTEMS, 
INC., a Delaware Corporation, 
and VYSIS, INC., a Delaware 
Corporation, 

Defendants. 



Case No, 95-CV-998-J (BTM) 



STIPULATED PROTECTIVE ORDER RE 
CONFIDENTIAL INFORMATION 



WHEREAS, the discovery and pretrial phase of this action will 
involve disclosure of trade secrets and other confidential and 
proprietary business, technical and financial information, the 
parties hereby stipulate and request that the Court enter the 
following order pursuant to Rule 26(c) of the Federal Rules of 
Civil Procedure: 



S55b/91S. vol 
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party, is or is not entitled to particular protection or that such 
information does or does not embody tr:ide secrets of any party. 
The procedures set forth herein shall not affect the rights of the 
parties to object to discover^' on grounds other than those related 
to trade secrets or proprietary information claims, nor shall it 
relieve a party of the necessity of proper response to discovery 

;^ lj^Pro>^aMve Value . This Protective Order shall not 
abrogate or diminish any contractual, statutory or other legal 
obligation or right of any party or person with respect to any 
Confidential Information. .The fact that information is designated 
"Confidential Information" under this Protective Order shall not be 
deemed to be determinative of what a trier of fact may determine to 
be confidential or proprietary. This Order shall be without 
prejudice to the right of any party to bring before the Court the 
question of: (i) whether any particular material is or is not 
confidential; (ii) whether any particular information or material 
is or is not entitled to a greater or lesser degree of protection 
than provided hereunder; or (iii) whether any particular 
information or material is or is not relevant to any issue of this 
case, provided that in doing so the party complies with the 
foregoing procedures. Absent a stipulation of all parties, the 
fact that information has been designated "Confidential" or 
"CONFIDENTIAL — FoR CoDNSEL EYES ONLY" Under this Order shall not be 
admissible during the trial of this action, nor shall the jury be 

advised of such designation, irha f^rr rhn\ n ii ^ i i if ■ ' v 

snaxl iiUt 
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17. Return of Information . At the conclusion, of this action 
whether by judgment and exhaustion of all appe?""*, or by 
settlement, all Confidential Information and all documents which 
reflect such information shall be (i) delivered to the party that 
furnished such Confidential Information, or (ii) in lieu of 
delivery to the furnishing party, destroyed, in which event counsel 
shall give written notice of such destruction to opposing counsel. 
The attorneys of record shall insure that all the Confidential 
Information in the possession, custody or control of their experts 
and consultants is also destroyed or returned to the party that 
furnished such Confidential Information. In no event shall a 
party, their experts or consultants retain a copy of Confidential 
Information produced to it. 

18. r»rirt.'s jur lsdietion. The Court retains jurisdiction to 
make such amendments, modifications, deletions and additions to 
this Order as the Court may from time to time deem appropriate. 
The' provisions of this Order regarding the use and/or disclosure of 
Confidential Information and Confidential For Counsel Only 
information shall survive the termination of this action, and the 
Court shall retain jurisdiction with respect to this Order. 

19. ■T„,^^«dlet:iop al Effect. An entity's stipulation to this 
Protective Order shall have no effect on that entity's right to 
file a motion under Fed. R. Civ. P. 12 or challenge this Court's 
jurisdiction over said entity. 

/// 
/// 
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20. ThiT>d Party Rierh^;?! This order is without prejudice to 
the rights of any third party. 

LYON & LYON 



Dated; 



OcJ-. 



2-0 /ifr 



MARY S. C 



By 

CONSALVI 
Attorneys for Plaintiff, 
GEN- PROBE INCORPORATED 



Dated: 



FINNEGAN, HENDERSON, EARABOW, 
GARRETT & DUNNER 





Attorfieys for Defendants, 
AMOCO CORPORATION, AMOCO TECHNOLOGY 
COMPANY, GENE-TRAK SYSTEMS, INC. 
and VYSIS, INC. 



WRIGHT & L' ESTRANGE 



3ated: ♦ ICl^f^ 



Co^ounsel for Defendants, 
AMOCO CORPORATION, AMOCO TECHNOLOGY 
COMPANY, GENE-TRAK SYSTEMS, INC. 
and VYSIS, INC. 




ORDER 



[T IS SO ORDERED 



)ated 



;-^ otobo g^ , 1995 
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March 29, 1999 

BY FACSIMILE 

Gen-Probe Incorporated 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 

Attention: HX, Nordhoff; President & 
Chief Executive Officer 

Settlement Proposal 

Dear Hank: 

Thank you for meeting with us last Wednesday. We remain hopeful that an acceptable settlement 
can be found so that our companies can get on with their main business activities. Thus, as 
agreed, we have developed the attached alternative settlement proposal for your review and 
consideration. 

We look forward to receiving Gen-Probe's proposal. 
Best regards. 




J.L. Bishop, 
President and CEO 
Attach. 
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AMOCO SETTLENiENT PROPOSAL 



A. PATENT CASES 

1. The Amoco defendants will agree not to challenge directly or indirectly the validity 
of the Kohne '330 and *611 patents in the future. 

2. Gen-Probe will agree not to challenge directly or indirectly the validity of the Vysis 
Listeria patent in the future. 

3 . Gen-Probe will grant Vysis a limited worldwide, nonexclusive, royalty-free immunity 
from suit for assays for detecting or quantifying ribosomal nucleic acids for food testing applications 
covered by any claim of the Kohne '330 or '61 1 patents. 

4. Vysis will grant Gen-Probe a worldwide, nonexclusive, royalty-free license under the 
Listeria patent, 

5. Gen-Probe will release the Amoco defendants for alleged past infringement of Gen- 
Probe patents and dismiss its pending causes of action in the patent case. 

6. Vysis will release Gen-Probe for all claims of alleged past infringement of Vysis 
patents and dismiss its pending causes of action in the patent case. 



SetUement Offer 

California Evidence Code § 1 1S2 
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Dated: March 29. 1999 



B. OTHER PATENTS 



7. Gen-Probe will be permitted to take a woridwide, nonexclusive license under 
ribosomal nucleic acid probe patents owned by Vysis (Vysis' probe library) as of the settlement date 
at a royalty rate of 2% of future sales of products or services covered by the patents to the ultimate 
consumers or users of such products and services (Net Sales). 

8. Vysis will grant to Gen-Probe an option, exercisable within 9 months of the settlement 
date to acquire a worldwide, nonexclusive license under the RTC patents for a $2 million up-front 
license fee and a running royalty of 6% of Net Sales made after the settlement date. 

9. Vysis will grant to Gen-Probe an option, exercisable within 9 months of the settlement 
date to acquire a worldwide, nonexclusive license for detecting and quantifying ribosomal nucleic 
acids under the Stanbridge patent for a royalty of 5% (to be reduced to 3% as partial consideration 
for this settlement) of Net Sales made after the settlement date. 

10. Gen-Probe shall be free at any time, without surrendering its option rights granted 
above, to mount any challenge to the validity or enforceability of the Stanbridge or RTC patents 
either as an appropriate proceeding before the U.S. PTO or in the appropriate federal district court. 
During the course of any such proceeding, Gen-Probe may either repudiate any license(s) it may have 
acquired under the patent(s) and cease paying royalties, thereby subjecting itself to all appropriate 
awards of compensatory and punitive damages, costs, attorney fees, and injunctive relief, or may keep 
the license(s) in force by continuing to pay the royalties due under the agreement. In the event that 
Gen-Probe*s challenge does not result in a judgment that all claims of the relevant patent(s) infringed 
by Gen-Probe are invalid or unenforceable, the royalty rate under such extant license or option shall 
be increased by 2% effective as of the date of the trial court or administrative decision to that effect. 
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C. MALICIOUS PROSECUnON CASES 



1 1 . Amoco will pay Gen-Probe, in addition to the considerations listed above, S 1 million 
and Kohne $250,000, 

12. Kohne, Gen-Probe and Chugai will grant a general release, including a release of 
unknown claims, associated with prosecution of the UC and CNS cases and dismiss with prejudice 
the pending malicious prosecution actions. 

D. GENERAL PRQVIS^QNS 

1 3 . The licenses and/or immunities provided under the agreement would be transferable 
only with the sale of the business or of substantially all of the assets to which the business relates. 
The discounted royalty rate specified in paragraph 9 is personal to Gen-Probe. In the event of the 
sale of Gen-Probe's business or of substantially all of Gen-Probe's assets to which Gen-Probe's 
business relates, any surviving license under the Stanbridge patent will include a running royalty of 
5%. 

14. The terms of the settlement shall be confidential except that the terms of the licenses 
and/or immunities granted may be disclosed by a party to the extent necessary to comply with 
applicable securities laws. 



Settlement Offer 

California Evidence Code § 1 1S2 
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FAX NO, J901 I 



GEN-PROBE INCORPORATH) 

10210 GcMic CMiar Drive. S«n Ditge. CA 92121 
Pbone (619)410*1902 Fvr. (619)410^1 




From: H. L Nordhoff 



Date: Maich 29, 1999 
To: John L. Btehop 
Fax 630 271 7078 
Pages to Follow: 2 

Message : 
Dear John: 

Attached please find our propoaal. I know you wilt gh/e it serious consideration for we are both 
anxious to get back to business and grow our respective companies. The terms should be 
viewed together 

I look forward to hearing from you and dofng our best to settle this matter. 
Sincerely^ 




, L Nordhoff 
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OUTUSE OF SETTI^EMEKT TERMS PROPOSED BY GEN>PRQBE 



Resolution of Utigation 



• GP withdraws its patent infringement suit against Amoco/Vysis and releases 
AmocoA/y$is from claims of past infringement 

• AmocoA^ysis withdraw their patent infringement counterclaim against GP and 
release GP from claims of past infxingemcnL 

• GP withdraws its malicioa^ prosecution suit against AmocoA^ysis and releases 
AmocoA^ysis from all claims therein in return for a cash payment of $ 10 million from 
AmocoA^ysis to GP. 

• AmocoA^ysis agree to withdraw from active pazticipation in pending oppositions to 
the Kohne European patents, including the pending EPO appeal, and agree not to 
initiate any fixture proceedings (directly or through any third party) or to induce any 

y third party to initiate any proceedings or provide assistance to any third party in 

^ proceedings in any countries ch;inenging the validity or GP*s ownership of the Kohne 

U I patent rigtits or any other patent rights of GP relating to the use of nucleic add probes 

10 detect ribojtomal RNA. 
^ • AmocoA^ysis stipulate to ihe validity of all claims in issued Kohne patents 

* worldwide and stipulate that GP is the rightful legal owner of all Kohne patent rights. 



Exchange of intellectual property rights 

• GP grants AmocoATysis a paid-up, royalty-free, non-exclusive, worldwide license 
under any claim of the Kohne '330 or '61 1 patents solely for use in the field of food 
testing. 

• AmocoA/'ysis grant OP a paid-up, royalty-free, non-exclusive, worldwide license 
under any patents owned or controlled by AmocoA^ysis that are directed to the 
detection of Listeria , including without limitation Stackebrandt 

• Amoco/Vysis grant GP a paid-up, non<xclusive, royalty*free, worldwide license 
under Collins patents in rcnim for a payment of $5 million. 

• AmocoA^ysis grant GP a paid-up, non-cxeluslve, loyalty-free, worldwide sublicense 
under the Stanbridge patent in consideration of one dollar and other considerationa 
recited herein. 

• GP receives a life-of-patent option for a nonexclusive, woridwide license under all 
AmocoA^ysis patents covering probes for detection of ribosomal RNA sequences. 
GP may exercise such option with respea to individual patents or groups of patents. 
Such licenses shall be royalty free for any patent based on an application having an 
effective filing date after July 25, 1989 and shall bear a commercially reasonable 
royalty not to exceed 2%, to be negotiated in good faith, for any patent based on an 
application having an effective filing date before July 2S, 1989. 
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• All liceoies graated berois mty be sublicensed by the Uceasee to «n afGliate or 
coT&neTda] collaborator or for use in connection with other significant ouMIcensed 
technology (provided, thai neither party may sublicense such ri^ts to an cxisCiAg 
collaborator or licensee of the pazty granting such license) and may be assigned only 
in connection with a sale or transfer of essentially all of the licensee's business. 
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April 9, 1999 

BY FACSIMILE 

Gen-Probe Incorporated 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 

Attention: H.L. NordhofF, President & 
Chief Executive Officer 

Settlement Negotiations 

Dear Hank: 

We remain interested in pursuing resolution of the various issues pending between our firms. I 
would like to see if that can be done now that we have already found agreement to some of the 
patent issues and now that Judge Pragcr seems to have finalized his ruling on Amoco's Motion for 
Summary Judgment in the malicious prosecution case. I understand, for example, thai Gen- 
Probe's counsel acknowledged to Judge Prager at the hearing Wednesday that the case was 
brought to provide Gen-Probe with additional leverage regarding the outstanding patent issues. 
Although we did not see that the case strengthened Gen^Probe's position. Judge Prager's recent 
rulings should confirm that any additional leverage and any corresponding damage recovery that 
Gcn-Probc might haye expected from it are simply not forthcoming. 

At the same time, I think we have already found resolution to many substantial issues regarding 
our respective patents. Vysis will agree, for example, to forego activities in clinical diagnostics 
utilizing ribosomal nucleic acids. We will also agree to make our probe library available to Gen- 
Probe. I think you would agree these represent substantial concessions on our part. In return^ 
Gen-Prbbe has indicated it will provide us with freedom to operate our Gene-Trak food 
diagnostics business. Finally, Vysis can also agree that the Collins and Stanbridge patents can be 
separated from consideration and settlement of the pending litigations. Again, we believe ttus 
should simplify matters rather than complicate them. 

I had understood that Gen*Probe had decided that further settlement discussions would be 
unproductive. However, I understand now from BilVs recent letter to Tom Ryan, that Gen-Probe 
is agreeable to fijrther discussions albeit without Judge Prager's assistance. As I said earlier, we 
remain interested in resolving the issues between our firms. Given the present postures of the 
cases and the substantial agreement already reached, we believe fiirther discussions will be useful. 
And, as you and 1 agreed during our last meeting in San Diego, it would be far better for each of 
us to resolve the litigations so that we can refocus our attention on our own businesses. 
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April 9. 1999 
Gen-Probe Incorporated , 
Page 2 



I look forward to your suggestions as to how best to proceed. 
Best regards. 




J.L. Bishop, 
President and CEO 
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April 9, 1999 

BY FACSIME-E 

Gen-Probe Incorporated 
1 02 1 0 Genetic Center Drive 
San Diego, CA 92121-4362 

Attention: H.L. Nordhoff, President & 
Chief Executive Officer 

Settlement Negotiations 

Dear Hank: 

We remain interested in pursuing resolution of the various issues pending between our firms. I 
would like to see if that can be done now that we have already found agreement to some of the 
patent issues and now that Judge Prager seems to have finalized his mling on Amoco's Motion for 
Summary Judgment in the malicious prosecution case. I understand, for example, that Gen- 
Probe's counsel acknowledged to Judge Prager at the hearing Wednesday that the case was 
brought to provide Gen-Probe with additional leverage regarding the outstanding patent issues. 
Although we did not see that the case strengthened Gen-Probe's position. Judge Prager's recent 
rulings should confirm that any additional leverage and any corresponding damage recovery that 
Gen-Probe might have expected from it are simply not forthcoming. 

At the same time, I think we have already found resolution to many substantial issues regarding 
our respective patents. Vysis will agree, for example, to forego activities in clinical diagnostics 
utilizing ribosomal nucleic acids. We will also agree to make our probe library available to Gen- 
Probe. I think you would agree these represent substantial concessions on our part. In return, 
Gen-Probe has indicated it will provide us with freedom to operate our Gene-Trak food 
diagnostics business. Finally, Vysis can also agree that the Collins and Stanbridge patents can be 
separated fi'om consideration and settlement of the pending litigations. Again, we believe this 
should simplify matters rather than complicate them. 

I had understood that Gen-Probe had decided that further settlement discussions would be 
unproductive. However, 1 understand now from Bill's recent letter to Tom Ryan, that Gen-Probe 
is agreeable to further discussions albeit without Judge Prager's assistance. As I said earlier, we 
remain interested in resolving the issues between our firms. Given the present postures of the 
cases and the substantial agreement already reached, we believe further discussions will be useful. 
And, as you and I agreed during our last meeting in San Diego, it would be far better for each of 
us to resolve the litigations so that we can refocus our attention on our own businesses. 
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April 9, 1999 
Gcn-Probc Incorporated 
Page 2 



I look forward to your suggestions as to how best to proceed. 
Best regards, 




J.L. Bishop, 
President and CEO 
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Fi^siNECAN, Henderson, Farabow, Garrett s Dunner,l.l.p. 



STANTORO RCSCARCH PARK 
700 HANSEN WAY 
PALO ALTO, CALIFORNIA 94304 
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July 31. 2000 



VIA FACSIMILE 



Patrick M. Maloney, Esq. 
Cooley Godward LLP 
4365 Executive Drive 
Suite 1100 

San Diego, CA 92121-2128 

Re: Gen-Probe Incorporated v. Ws/s, Inc. 
Dear Pat: 

Thank you for your July 28. 2000 letter summarizing our telephonic meet and 
confer of July 26, 2000. For the most part, your letter accurately reflects our 
discussion. There is, however, one inaccuracy. It is my recollection that you agreed 
to consider whether the "or associated with" language in paragraph 5(f) of the 
proposed Protective Order could be removed. Please let me know if you disagree. 

In our follow-up July 28, 2000 meet and confer, we discussed whether the 
parties might agree to a specified person or persons who would have access to Gen- 
Probe Confidential or Confidential-Attorneys Only information and who would not be 
precluded from assisting in the prosecution of the '338 patent reissue application. 
Vysis will consider this possibility. 

We also discussed in the July 28 meet and confer Gen-Probe's responses to 
Vysis document requests. Specifically, we discussed Gen-Probe's responses limiting 
Gen-Probe's production of documents to its NAT test kits for HCV or HIV. See Gen- 
Probe responses to requests 3-5, 7, 21. 23-25 and 31-41. You stated your belief that 
the declaratory judgment complaint related only to HCV and HIV products and that 
these two were the only imminent commercial NAT kit products. I asked whether 
Gen-Prbbe would further amend its complaint if during the pendency of the litigation 
Gen-Probe Introduced NAT test kits for other products. You said you would consider 
this question. 
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Patrick M. Maloney, Esq. 
Cooley Godward LLP 
July 31, 2000 
Page 2 



We also discussed Gen-Probe's objection to producing documents broadly 
relating to its NAT test kits for HCV or HIV and its response that it would produce "a 
complete set of non-privileged design specification documents concerning the design 
and method of operation of such documents/ See Gen-Probe responses to Vysis 
document requests 3-5, 7, 9, 21. 23. and 42-43. We discussed whether Gen-Probe 
would produce only the final design specification documents or would produce all 
preliminary design specifications created during product development. We also 
discussed whether responsive research and development documents such as 
laboratory notebooks would be produced You said you would consider these issues. 

Finally, we discussed Gen-Probe*s response to Document Request No, 6 and 
whether or not it will produce a sample of its NAT test kits for use in detecting HCV 
and HIV to Vysis under the terms of the Protective Order. You also wanted to 
consider this matter further. 

We agreed that the parties will not raise issues regarding the scope of 
discovery with Magistrate Battaglta tomon'ow. You raised the notion that we might 
want to obtain the magistrate's views on issues relating to the Protective Order, 
particularly paragraph 5. As we discussed on Friday, we are presently doing legal 
research on issues raised by paragraph 5 and will consider the cases you brought to 
our attention. After we complete the legal research, we will consider a compromise to 
your proposed paragraph 5. This is an important issue for Vysis because it Impacts 
Vysis's ability to defend this lawsuit and to effectively prosecute the reissue 
application. Accordingly, we will most likely not be in a position to propose any 
alternative to paragraph 5 until the end of this week. 

Please let me know if I have misstated or misunderstood any point from our 
meet and confer discussions. I'd like to thank you and Matt for the spirit of 
cooperation displayed during these discussions. 

Sincerely, 



Thomas W. Banks 

TWB/sIs 
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Boulder, CO 
303 546-4000 



436S £xecunve Drive 
Suite 1 100 



Denver, CO 
303 606-4600 



San Oieco, CA 
92131-3128 



Kiruona^WA 
425 893-7700 



Main 658 660-6000 
Pax 856 453-3355 



Mesilo Park. CA 
650 843-5)00 



August 3, 2000 



Paio Alto. CA 
650 843-5000 



lUttton, VA 
703 263-8000 



Via Facsimile 



PATRICK M. MALONEY 
858 550-6083 
inaloacypai@cooJey . cosi 



San Fraxiasco. CA 
415 693-2000 



Thomas W. Banks, Esq. 
Finnegaa, Henderson, Farabow, et al, 
700 Hansen Way 
Palo Alto, CA 94304 

Re: Gen-Probe Incoqiorated v. Vysis, Ine* 
Dear Tom: 

Thank you for your letter of July 31, 2000, which sununarizes our telephone conference of July 
28, 2000. I write to add to the record several points not contained in your letter and to clarify 
certain aspects of your letter. 

First, I wish to further elaborate on our discusaiona concerning the limiting language contained in 
Gen-Probe's responses to Vysis' document requests 3-5, 7, 9, 21, 23, and 42-43. Specifically, 
Gen-Probe agreed in its responses to produce all ''a complete set of non-privileged design 
specification documents concerning the design and method of operation of such products." 
During our meet and confer, you asked whether Gen-Probe intended to produce design and 
specification documents with respect to each and every iteration of the HIV and HCV test kits or 
whether Gen-Probe's production would be limited to merely the final, commercialized versions 
of these products. As I explained, it is Gen-Probe's position that the only design and 
specification documents that are relevant are those that describe the HCV and HIV products that 
Gen-Probe has commercialized. Thus, Gen-Probe has agreed to produce and will produce 
documents so that Vyais may evaluate Gen«Probe*a claim of non-infringement with respect to ita 
commercial products. Gen-Probe will resist, however, Vysis' efforts to engage in a fishing 
expedition through Gen-Probe's sensitive and confidential research and development documents 
and materials, including its laboratory notebooks. 

Next, I would like to confirm the agreements we reached with respect to Vysis and the third 
parties' (Banks; BP Amoco; Galloway; and Finnegan, Henderson) discovery responses. In 
regards to Vysis and the third parties' (collectively the 'tesponding panics") **el&ctive filing 
date'' objection, the panics still harbor differing opinions ^ut the relevancy of some later 
created documents. Nevertheless, the responding parties will respond to the affected document 
requests by producing all responsive documents created before December 21, 19S7 and those 
responsive documents created after December 21, 19S7 that refer to documents created or events 
that occurred before that date. Nothing herein shall be construed as a waiver of Gen-Probe's 
right to pursue discovery of documents created after December 21, 1987. 
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We also discussed Vysis* responses to Gen-Probe*s interrogatories. With respect to 
intetrogatory 2, you acknowledged our position that Gen-Probe is entitled to discover the facts 
that underlie Vysis' contention, which is set out in paragraph I of Vyais* Answer, that Gen- 
Probe's NAT test kits for the detection of HCV and HIV infringe the claims of the *338 patent. 
You responded, however, that you would need to discuss this issue further with Qiarlie Lipsey. 
Please let us know, as soon as possible, whether Vysis will voluntarily provide such a response. 
With respect to interrogatories 3 and 4, you agreed that Vysis would provide a further response 
that would set out at least the information contained in the reissue application* Please provide 
Vysis' amended responses to all of these interrogatories on or before Friday, August 1 1 , 2000. 

Finally, as you will recall, during our conversation. Matt Lehr and I advised you that there are 
several other discovery issues that we would raise by way of a letter. These issues are set forth 
-below: 

The third party witnesses have objected to producing documents that arc owned by Vysis and 
have stated that the documents sought from them will be produced in response to the document 
requests propounded to Vysis. See e.g. Third Party Thomas W. Banks' Objections and 
Responses , to Plaintiff Gen-Probe Incorporated* s Subpoena for Production of Documents 
('^Banks' Subpoena Responses")! General Objection 8. Gen-Probe is entitled to know which of 
the various persons and entities from which it is seeking discovery are in possession of the 
documents sought. Thus, please ensure that each responding party produces all of the documents 
sought, irrespective of whether they are owned and produced by Vysis. Alternatively, we would 
be willing to consider accepting a collective, single set of Vysis* documents, so long as you also 
identify by bates number, at the time of production, which of those documents were in the 
possession of the various third parties at the time that service of Gen-Probe^s subpoenas was 
deemed completed. 

Vysis and the third party witnesses have objected to producing documents created after 
December 22, 1999, which is the date on which the Complaint was filed See e.g. Banks' 
Subpoena Responses, General Objection 5. Gen-Probe does not seek to discover work-product 
documents created after this date or require that such documents be identified in a privilege log. 
Gen*probe does request, however, that Vysis and the third parties produce any and all responsive 
documents that have been created in the ordinary course of business. Please ensure and confimi 
that all such documents are produced 
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Vysis has generally objected to the document requests and interrogatories on the grounds that 
, Gen-Probe is already in possession of the information or documents sought. See Objections and 
Responses to Plaintiff Gen-Probc Incorporated** First Set of Requests for Production of 
Documents. General Objection 3 ("Vysis Responses To Document Requests"). We are unaware 
of what information you believe that Gen-Probe already possesses. Thus, we cannot accept this 
objection as a basis to withhold from discovery any information or documents. Please confirm 
that no documents or information will be withheld on the basis of this objection. 

Vysis and the third parties have nanowed the definition of the '"338 patent" that Gen-Probe set 
forth in its requests. See e,g. Vysis' Responses To Document Requests, General Objection 6. 
Please confirm that Vysis intends to provide discovery with respect to each of the patent 
applications and patents that trace their roots to the 922,155 application. Further, it appears that 
the responding parties have excepted from the scope of discovery the foreign applications and 
patents that arc related to the *338 patent. We cannot accept this limitation and insist that Vysis 
provide full disclosure with respect to all such foreign applications. Please confinn that no 
documents are being withheld subject to this objection. 

The third party witnesses have objected to producing all documents that refer to Vysis' 
relationship with BP Amoco and all documents that refer to investment by BP Amoco in Vysis. 
They have, however, offered to produce representative samples of such documents. See e,g. 
Banks' Subpoena Responses, Response 38. Without waiving its right to later pursue such 
discovery, Gen-Probe is amenable to accepting such a representative sample of these documents, 
provided that Vysis prepares and produces a list that describes the material elements of any and 
all investment by BP Amoco in Vysis or substantial agreements between BP Amoco and Vysis 
(i.e. parmcrship agreements, joint venture agreements, collaboration agreements, co- 
development agreements, licensing agreements, etc.) Please contact us to discuss further such an 
arrangement. 

The third parties have objected to the definition, of BP Amoco that Gen-Probe inserted into its 
subpoenas. See e.g. Banks* Subpoena Responses , General Objection 6. The responding parties 
have excluded from the definition of BP Amoco the following companies: Gene-Trak, Inc., 
Integrated Genetics, and Gene-Trak Systems Industrial Diagnostics Corporation. It is our 
understanding that BP Amoco has or had substantial relationships with or investment in these 
companies, such that BP Amoco was in a position to exercise control over them. Thus, we 
believe that they should be considered part of BP Amoeo for purposes of discovery. If you 
believe that we are incorrect, please explain the basis for your position. Also, please identify 
whether documents in the possession, custody or control of BP Amoco are being withheld on this 
basis. 

As a final point, please ensure that all documents that are withheld on the basis of any applicable 
privilege are identified in an appropriate privilege log. 
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I sincerely hope that wc can continue to work together to resolve these issues in an expeditious 
fashion. Please do not hesitate to contact us at you earliest convenience to discuss any of the 
issues identified above. Similarly, if I have misstated any aspect of our telephone conversation 
of Friday* July 28, 2000, please let me know. 

Very sincerely, 



Coolcy Godward LLP 




PMMrlh 



cc; 



Stephen P. Swinton, Esq. 
Matthew Lehr, Esq. 
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COOLEY GODWARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 
PATRICK M. MALONEY (197844) 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858) 453-3555 

R WILLIAM BOWEN. JR. (102178) 
GEN-PROBE INCORPORATED 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 
Telephone: (858)410-8918 
Facsimile: (858) 410-8637 

Attorneys for Plaintiff 
Gen-Probe Incorporated 



GEN-PROBE INCORPORATED, 
Plaintiff, 

V. 

VYSIS, INC., 

Defendant 



UNITED STATES DISTRICT COURT 
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No. 99cv2668 H (AJB) 
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Propounding Party: 
Responding Party: 
Set Number: 



Defendant Vysis, Inc. 

PLAINTIFF Gen-Probe Incorporated 

Two (2) 



Pursuant to Federal Rule of Civil Procedure 34. Plaintiff Gen-Probe Incorporated ("Gen- 
Probe") responds as follows to defendant Vysis, Inc's second set of requests for production of 
documents: 

I. General Responses. 

1. Gen-Probe's response to defendant's first set of requests for production of documents is 

made: to the best of Gen-Prpbe's current employees' present knowledge, information, and belief. 

No.99cv266«H(AJB) 
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Said response is at all times subject to such additional or different infonnation that discovery or 
further investigation may disclose and, while based on the present state of Gen-Probe's 
recollection, is subject to such refreshing of recollection, and such additional knowledge of facts, 
as may result from its further discovery or investigation. 

2. Gen-Probe reserves the right to make any use of, or to introduce at any hearing and at 
trial, documents responsive to defendant's first request for production but discovered subsequent 
to the date of Gen-Probe's initial production, including, but not limited to, any documents obtained 
in discovery herein, 

3. Gen-Probe will respond to each document request with documents, currently in Gen- 
Probe's possession, custody and control. By stating in these responses that Gen-Probe will 
produce doctiments or is searching for documents, Gen-Probe does not represent that any 
document actually exists, but rather that Gen-Probe will make a good faith search and attempt to 
ascertain whether documents responsive to defendant's request do, in fact, exist. 

4. To the extent that Gen-Probe responds to defendant's document requests by stating that 
Gen-Probe will produce documents which it or any other party to this litigation deems to embody 
material that is private, business confidential, proprietary, trade secret or otherwise protected from 
disclosure pursuant to Federal Rule of Civil Procedure 26(c)(7), Federal Rule of Evidence 501, 
California Evidence Code section 1060, California Constitution, Article I, section 1, or any like or 
similar law of any jurisdiction, Gen-Probe will do so only upon the entry of an ^ropriate 
protective order. 

5. Gen-Probe reserves the right to decide whether the documents produced for inspection 
shall be produced as they are kept in the usual course of business or shall be organized and labeled 
to correspond with the categories in defendant's request, in accordance with Federal Rule of Civil 
Procedure 34(b), 

6. Gen-Probe reserves all objections or other questions as to the competency, relevance, 
materiality, privilege or admissibility as evidence in any subsequent proceeding in or trial of this or 
any other action for any ptupose whatsoever of this response and any document or thing produced 
in response to defendant's request. 
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7. Gen-Probe reserves the right to object on any ground at any time to such other or 
supplemental requests for production as defendant may at any time propound involving or relating 
to the subject matter of these requests. 

8. Subject to all objections, privileges and other exceptions stated herein, Gen-Probe shall 
produce the documents requested in defendant's second request for production of documents at the 
offices of its counsel, Cooley, Godward LLP, 4365 Executive Drive, 12th Floor, San Diego, 
California, after an appropriate protective order has been entered. 

II. General Objections. 

1. Gen-Probe makes the following general objections, whether or not separately set forth 

in response to each document request, to each and every instruction, definition, and document 
request made in defendant's first request for production of documents: 

2. Gen-Probe objects generally to Request 2 through 48, insofar as any of them seeks 
production of documents or information protected by the attorney-client privilege or the attorney 
work product privilege. Such documents or information shall not be produced in response to 
defendant's request, and any inadvertent production thereof shall not be deemed a waiver of any 
privilege with respect to such documents or mformation or of any woric product doctrine, which 
may attach thereto. 

3. Gen-Probe objects to the introductory definitions and instructions to defendant's 
document request to the extent said definitions or instructions purport to enlarge, expand, or alter | 
in any way the plain meaning and scope of any specific request on the ground that such 
enlargement, expansion, or alteration rendeis said request vague, ambiguous, unintelUgiblc, unduly 
broad, ahd uncertain. 

4. Gen-Probe objects to all instructions, definitions and document requests to the extent 

they seek documents not currently in Gen-Probe's possession, custody or control, or refer to 

persons, entities or events not known to Gen-Probe, on the grounds that such instructions, 

definitions, or requests seek to require more instructions, definitions, or requests seek to require 

more of Gen-Probe than any obligation imposed by law, would subject Gen-Probe to unreasonable 

and undue annoyance, oppression, burden, and expense, and would seek to impose upon Gen- 
No. 99cv2668 H (ajb) 
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Probe an obligation to investigate or discover information or materials from third parlies or sources 
who are equally accessible to defendant. 

5. Gen-Probe objects to all definitions, instructions, and document requests in which the 
phrase "relate to" or "relating to" appears. The terms "relate to" and "relating to" are overly 
broad, vague, ambiguous, and unintelligible, require subjective judgment on the part of Gen-Probe 
and Gen-Probe attorneys, and would require a conclusion or opinion of counsel in violation of the 
attorney work product doctrine. Without waiving this objection, and subject to all other applicable 
objections or privileges stated herein, Gen-Probe will produce, in response to any request for 
documents that "relate" to a given subject, such doctmients as expressly reflect or refer on their 
face to information relevant to the specified subject 

6. Gen-Probe objects to Definition C to the extent it defines "Gen-Probe" to include Gen- 
Probe's predecessors or successors; past or present divisions, subsidiaries, parents, or affiliates of 
any of the foregoing entities; past or present joint ventures, partnerships, or limited partnerships of 
which any of the foregoing entities is a joint venturer or a limited or general partner, and past or 
present directors, officers, employees, agents, or representatives of any of the foregoing entities. 
Said definition is vague and ambiguous in that it caxmot be determined what is meant by the term 
"Gen-Probe." Said definition is also overly broad, seeks irrelevant information not calculated to 
lead to the discovery of admissible evidence, and would subject Gen*Probe and the other entities 
identified in the definition to unreasonable and undue annoyance, oppression, burden and expense. 

?• Gen-Probe objects to Definition H to the extent that it defines the terms "product,' 
•^products," **process" and "processes" in such a manner that they are interchangeable with one 
another and to the extent that said definition embraces products and processes other than those 
described in the operative pleading. 

8. Gen-Probe fiirthcr objects to Definition I to the extent that it defines the phrase 'target 
capture" more broadly than technology taught by the *338 patent. 

9. Gen-Probe objects to the Definitions, Instructions, and prefatory statement, on the 
ground that they seek unilaterally to impose an obligation to provide supplemental information 
greater than that required by. the Federal Rules of Civil Procedure and would subject Gen-Probe to 
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unreasonable and iindue annoyance^ oppression, burden, and expense. 

10. Gen-Probe objects to the statement in Instructions A and C and Definition C to the 
extent they seek to require Gen-Probe to search for information about documents no longer in 
existence or in Gen-Probe's possession, custody or control, on the grounds that said instruction is 
overly broad, would subject Gen-Probe to undue annoyance, oppression, burden, and expense, and 
seeks to impose upon Gen-Probe an obligation to investigate information or materials from third 
parties or services who are equally accessible to defendant. 

11. Gen-Probe objects to Instruction A to the extent it seeks to reqmre it to identify 
anything other than the specific claim of privilege or work product being made and the grounds for 
such claim, on the ground that defendant's requests encompass potentially thousands of pages of 
documents stored at Gen-Probe and possibly other locations, not all of which have as yet been 
identified or reviewed by counsel. Accordingly, said instruction would subject Gen-Probe to 
unreasonable and undue annoyance, oppression, burden, and expense, and seeks information 
protected from discovery by privilege and as work product. Without waiving this objection and 
subject to all other objections, privileges and exceptions set forth herein, Gen-Probe will identify 
the date, author, and recipient(s) of each document withheld on the basis of privilege or work 
product. 

III. SPECinc OBJEcnoNs And Responses To Document Requests. 

Without waiving or limiting in any manner any of the foregoing General Objections, but 
rather incorporating them into each of the following responses to the extent applicable, Gen-Probe 
responds to the specific requests of defendant's first request for production of documents as 
follows: 

Document Request Na 2: 

All documents referred to in, relied on in preparing, or relatmg to the subject matter of 
Gen-Probe*s Responses to Vysis's Interrogatories 3-9 to Gen-Probc. 
Response to Document Request No. 2: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fixlly set forth herein. Gen-Probe further incorporates, as if fiilly set forth 

223146 V2/SD No, 99cv2668 H (AJB) 

4^202r.Doc . 

5. Exhibit G 
41 



1 

2 
3 
4 
5 
6 
7 
8 
9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 

'AADU 



herein, each of the objections, Gen-Probe set forth in its responses to interrogatories 3 - 9, to the 
extent that this request incorporates those interrogatories by reference. Gen-Probe further objects 
to producing documents responsive to that portion of the request seeking documents "relied on in 
preparing, or relating to the subject matter of Gen-Probe*s Responses to Vysis's Interrogatories 3-9 
to Gen-Probe" on the ground that such request expressly calls for the production of work product 
or other privileged infonnation. Gen-Probe also objects that the term "subject matter of Gen- 
Probe's response" is vague and overbroad. Without waiving, and subject to, the foregoing 
objections, Gen-Probe will produce all non-privileged documents in its possession, custody and 
control to which it refers in its responses to Vysis*s Interrogatories 3-9. 
Document Request no. 3: 

AH documents relating to, referring to, or describing any product or process for detecting 
and/or quantifying a polynucleotide using target capture and amplification developed by Gen- 
Probe, either by itself or with another person, including but not limited to Gen-Probe's NAT test 
kits for use in detecting HCV or HIV. 
Response to Document Request No. 3: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplificatioa" Gen-Probe also objects that to the extent 
this request seeks doc\ments relating to products other than Gen-Probc*s NAT test kits for use in 
detecting HCV or HTV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HIV, Gen-Probe objects that Vysis' demand for the production of "all 
documents relating to, referring to, or describing" such products is overbroad and burdensome. 
Without waiving, and subject to, the foregoing objections, Gen-Probe will produce a complete set 
of non-privileged, design specification documents concerning the design and method of operation 
of such products. 
Document Request No. 4: 

All documents constituting, referring to, or relating to instructions and/or manuals for any 
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product or process for detecting and/or quantifying a polynucleotide using target capture and 
amplification developed by Gen-Probe, either by itself or with another person, including but not 
limited to Gen-Probe's NAT test kits for use in detecting HCV or HIV. 
Response TO Document Request No. 4: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the terra "amplification." Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence* Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HIV, Gen-Probe objects that Vysis' demand for the production of "all 
documents constituting, referring or relating to instructions and/or manuals" for such products is 
overbroad and burdensome. Without waiving, and subject to, the foregoing objections, Gen-Probe 
will produce a complete set of non-privileged, design specification docimients concerning the 
design and method of operation of such products. 
Document Request No. 5: 

All documents constituting, referring, or relating to product specifications for any product 
or process for detecting and/or quantifying a polynucleotide using target capture and amplification 
developed by Gen-Probe, either by itself or with another person, including but not limited to Gen- 
Probe's NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. S: 

Gen-Probe incorporates into this response each of the foregoing Genieral Responses and 

General Objections as if fiiUy set forth herein. Gen-Probe fiirther objects that this request is vague 

and ambiguous with respect to the term "amplification.'* Gen-Probe also objects that to the extent 

this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 

detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 

calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 

for use in detecting HCV or HIV, Gen-Probe objects that Vysis' demand for the production of "all 
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documents constituting, refeiring or relating to product specifications'* for such products is 
overbroad and burdensome. Without waiving, and subject to, the foregoing objections, Gen-Probe 
will produce a complete set of non-privileged, design specification documents concerning the 
design and method of operation of stich products. 
DOCUMENT Request No. 6: 

A sample of Gen-Probe's NAT test kits for use in detecting HCV and HIV, 
Response to Document Request No. 6: 

Gen-Probe incoiporates into this response each of the foregoing General Responses and 
General Objections as if fiiUy set forth herein. Without waiving, and subject to, the foregoing 
objections, Gen-Probe will produce samples of its NAT test kits to an (1) an independent third 
party (2) upon the parties' agreement or court order sufficient to invoke restrictions and conditions 
appropriate to protect Gen-Probe's proprietary interests in these biological materials and ensure the 
continued integrity of such samples. 
Document Request No. 7: 

All documents referring to, relating to, or describing the research, development, 
manufacture, use or sale by Gen-Probe of any product or process for detecting and/or quantifying a 
polynucleotide using target capture and amplification developed b> Gen-Probe, either by itself or 
with another person, including but not limited to Gen-Probe's NAT test kits for use in detecting 
HCVorHIV. 

RESPONSE TO DOCUMENT REQUEST Na 7: 

Gen-Probe incoiporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term ''amplification." Gen-Probe also objects that to the extent 
this request seeks docimients relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HIV, Gen-Probe objects that Vysis' demand for the production of "all 
documents referring to, relating to, or describing the research, development, manufacture use or 

223146 V2/SD No. 99cv2668 H (AJB) 

4^202!.DOC . 

8. Exhibit G 
44 



1 

2 

3 

4 

5 

6 

7 

8 

9 
10 
11 
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 

AJlOU 
1 La* 



sale by Gen-Probe" of any such products is overbroad and burdensome. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce a complete set of non-privileged, 
design specification documents concerning the design and method of operation of such products. 
DocuMEr^ Request No- 8: 

All documents relating to, referring to, or describing any effort or attempt to design around 
the '338 patent. 

Response to Document Request No. 8: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is 
overbroad, unduly burdensome, and is not reasonably calculated to lead to the discovery of 
admissible evidence. Gen-Probe also objects that the term "design around" is vague and 
ambiguous leaving Gen-Probe to guess as to its meaning. Without waiving, and subject to, the 
foregoing objections, Gen-Probe states that it does not possess any non-privileged documents that 
are responsive to this request. 
Document Request No. 9: 

All documents relating to, referring to, or describing comparisons between Gen-Probe's 
NAT test kits for use in detecting HCV or HTV and any potentially competing product or process 
not within the scope of the claims of the '338 patent 
Response to Document Request No. 9: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if liilly set forth herein. Gen-Probe further objects that the language 

'"potentially competing product or process not within the scope of the claims of the '338 patent*' is 

vague and ambiguous. Gen-Probe fiirther objects that this request calls for legal conclusions 

concerning the construction of the claims of the '338 patent and the products or processes that 

Vysis contends are not within the claims of the '338 patent. Gen-Probe further objects that this 

request is overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery 

of admissible evidence. Without waiving, and subject to, the foregoing objectioxis, Gen-Probe will 

produce a complete set of non-privileged, design specification docimients concerning the design 
223146 V2/SD No. 99cv2668 H (AJB) 

4tq202f.DOC . 

9. Exhibit G 
45 



1 

2 
3 
4 
5 
6 
7 
8 
9 

10 

11 

12 

13 

14 

15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 



CooleyCoowakdlu 

AITOtitITt AT Lav 
Sah OtIOO 



and method of operation of its NAT test kits for HCV and HIV. 
Document Request No. 10: 

All documents referring or relating to the '338 patent or any related patent or apphcation. 
Response to Document request No. 10: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that the term "related 
patent or application" is vague and ambiguous, leaving Gen-Probe to guess as to its meaning. 
Without waiving, and subject to, the foregoing objections, Gen-Probe will produce all non- 
privileged, responsive documents vndan its possession, custody, and control that refer to the '338 
patent. 

Document Request No. 11 : 

All documents referring to, relating to, or describing any analysis or study of the '338 

patent 

Response to Document Request No. 11: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Without waiving, and subject to, the foregoing 
objections, Gen-Probe will produce all non-privileged, responsive documents within its 
possession, custody, and control. 
Document Request No. 12: 

All documents that Gen-Probe beUeves support its contention that it does not infiinge the 

'338 patent 

Response to Document Request No. 12: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fully set forth herein. Gen-Probe fiirther objects that Vysis* request for all 

documents "supporting" Gen-Probe's contentions expressly requires the disclosure of attomey 

work product and privileged attomey client communications. Gen-Probe fiirther objects to this 

request to the extent that it prematurely seeks the facts and contentions that Gen-Probe will 

. advance at trial before the completion of investigation and discovery. In response to this request 
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and at present time, Gen-Probe will produce those documents that are also responsive lo Vysis' 
document requests 1-3, 6, 9, 11, 16, 24 and 32 and respond to interrogatory 2. Upon satisfactory 
progress of discovery, Gen-Probe will produce all documents then within its possession, custody 



and control that are responsive to Vysis* requests for such contention discovery, 
DOCUMENT Request No. 13: 

All documents that Gen-Probe believes support its contention that the *338 patent is 



invalid. 

Response to Document Request No. 13: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that Vysis' request for all 
documents "supporting" Gen-Probe's contentions expressly requires the disclosure of attorney 
work product and privileged attorney client communications. Gen-Probe further objects to this 
interrogatory to the extent that it prematurely seeks the facts and contentions that Gen-Probe will 
advance at trial before the completion of investigation and discovery. In response to this request 
and at present time, Gen-Probe will produce those documents that are also responsive to Vysis' 
document requests 1-3, 6, 9, 1 1, 16» 24, and 32 and respond to intenogatoiy 1. Upon satisfactory 
progress of discovery, Gen-Probe will produce all documents then within its possession, custody 
and control that are responsive to Vysis' requests for such contention discovery. 
Document Request No. 14: 

All documents that Gen-Probe believes support its contention that the *338 patent is 

unenforceable, including each unenforceability contention advanced by Gen-Probe in briefing on 

Vysis' motion for a stay of these proceedings. 

Response to Document Request No. 14: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fiilly set forth herein, Gen-Probe further objects that Vysis' request for all 

documents "supporting" Gen-Probe's contentions expressly requires the disclostire of attorney 

work product and privileged attorney client commtmications. Gen-Probe further objects to this 

interrogatory to the extent that it prematurely seeks the facts and contentions that Gen-Probe wil 
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advance^ at trial before the completion of investigation and discovery. In response to this request 
and at present time, Gen-Probe will produce those documents that are also responsive to Vysis* 
document requests 1-3, 6, 9, 11, 16, 24 and 32 and respond to interrogatories 1-3, 7, and 9. Upon 
satisfactory progress of discovery, Gen-Probe will produce all documents then within its 
possession, custody and control that are responsive to Vysis' requests for such contention 
discovery. 

Document Request No. 15: 

All documents on which Gen-Probe relies for its contention that the *338 patent is invalid 
under 35 U.S.C. §§ 102 or 103. 
Response to Document Request No. 15: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that Vysis' request for all 
documents "supporting" Gen-Probe's contentions expressly requires the disclosure of attorney 
work product and privileged attorney client communications. Gen-Probe further objects to this 
interrogatory to the extent that it prematurely seeks the facts and contentions that Gen-Probe will 
advance at trial before the completion of investigation and discovery. In response to this request 
and at present time, Gen-Probe will produce those documents that are also responsive to Vysis' 
document requests 1-3, 6, 9, 11, 16, 24, and 32 and respond to interrogatory 1. Upon satisfactory 
progress of discovery, Gen-Probe will produce all documents then within its possession, custody 
and control that are responsive to Vysis* requests for such contention discovery. 
Document Request No. 16: 

All documents referring to, relating to, constituting or describing prior art searches with 
respect to the subject matter of the *338 patent or the results of such searches. 
Response to Document Request No. 1 6: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects to this interrogatory to 
the extent that it prematurely seeks the facts and contentions that Gen-Probe will advance at trial 

before the completion of investigation and discovery. Gen-Probe further objects to this request to 
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the extent that it the criteria employed when searching for prior art constitutes attorney work 
product. Without waiving, and subject to, the foregoing objections, Gen-Probe will produce all 
non-privileged, prior art references within its possession, custody, and control. 
Document Request No, 1 7: 

All documents referring or relating to the scope, meaning, or construction of any claim of 
the *338 patent. 

Response to Document Request No, 17: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that Vysis* request for all 
documents referring or relating to the scope, meaning, or construction of any claim of the '338 
patent expressly requires the disclosure of attorney work product and privileged attorney client 
communications. Gen-Probe further objects to this interrogatory to the extent that it prematurely 
seeks the facts and contentions that Gen-Probe will advance at trial before the completion of 
investigation and discovery. In response to this request, at present time, and without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce those non-privileged documents that 
are also responsive to Vysis' document requests 1-3, 6, 9, 11, 16, 24, and 32 and respond to 
intertDgatories 1 and 2. Upon satisfactory progress of discovery, Gen-Probe will produce all non- 
privileged documents then within its possession, custody and control in response to this request. 
Document Request No. 18: 

All documents referring to, relating to, or constituting any infringement, non-infringement, 
validity, invalidity, enforceability, or unenforceability analysis of the '338 patent 
Response to Document Request No. 1 8: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fiilly set forth herein. Without waiving, and subject to, the foregoing 

objections, Gen-Probe states that it does not possess any non-privileged documents that are 

responsive to this request. 

Document Request No, 19: 

All documents referring to, relating to, or describing any decision about whether to obtain a 
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legal opinion relating to the *338 patent. 
Response to Document Request No. 19: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that the term ''legal 
opinion" is vague and ambiguous leaving Gen-Probe to guess as to its meaning. Without waiving, 
and subject to, the foregoing objections, Gen-Probe states that it does not possess any non- 
privileged documents that are responsive to this request. 
Document Request No. 20: 

All documents referring to, relating to, describing, or constituting procedures, policies, 
guidelines, training materials, or recommended courses of action concerning third-party patents. 
Response to Document Request No. 20: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is 
overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery of 
admissible evidence. Without waiving, and subject to, the foregoing objections, Gen-Probe states 
that it does not possess any non-privileged documents that are responsive to this request. 
Document Request No. 21: 

All documents referring to, relating to, or describing the use or prospective use of any 
teaching contained in the *338 patent in the design or development of any product or process for 
detecting and/or quantifying a polynucleotide using target c^ture and amplification developed by 
Gen-Probe, either by itself or with another person, including but not limited to Gen-Probe NAT 
test kit for use in detecting HCV or HTV, 
Response to Document Request No. 21 : 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the terms "amplification" and "teaching." Gen-Probe further 
objects that this request is phrased in an argumentative manner that assumes facts not in evidence. 
Gen-Probe still further objects that this request requires Gen-Probe to guess as to the "teaching" 
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purportedly contained in the *338 patent. Gen-Probe also objects that to the extent this request 
seeks documents relating to products other than Gen-Probe's NAT test kits for use in detecting 
HCV or HTV, the request is overbroad, unduly burdensome and is not reasonably calculated to lead 
to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits for use in detecting 
HCV or HIV, Gen-Probe objects that Vysis* demand for the production of "all documents 
referring to, relating to, or describing the use or prospective use of any teaching contained in the 
*338 patent" is overbroad and burdensome. Without waiving, and subject to, the foregoing 
objections, and without any agreement or acknowledgement as to the "teaching" of the '338 patent 
or the use or prospective use of the same, Gen-Probe will produce a complete set of non- 
privileged, design specification documents concerning the design and method of operation of such 
products. 

DOCUMENT REQUEST NO. 22: 

All documents referring to, relating to, or describing the circumstances under which Gen- 
Probe first became aware of the *338 patent. 
RESPONSE TO DOCUMENT REQUEST NO. 22: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is 
overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery of 
admissible evidence. Without waiving, and subject to, the foregoing objections, Gen-Probe 
produce all non-privileged, responsive documents within its possession, custody and control. 
DOCUMENT Request No. 23: 

All documents referring to, relating to, or describing products or processes for detecting 
and/or qtiantifying a polynucleotide using target capture and amplification developed by Gen- 
Probe, either by itself or with another person, including but not limited to all documents referring 
to, relating to, describing or constituting a study or analysis of those products or processes in 
relation to the *338 patent. 
RESPONSE TO Document Request No. 23: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
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General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the tenn "amplification." Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe*s NAT test kits 
for use in detecting HCV or HIV, Gen-Probe objects that Vysis* demand for the production of "all 
documents referring to, relating to, or describing products or processes for detecting and/or 
quantifying a polynucleotide using target capture and amplification developed by Gen-Probe" is 
overbroad and burdensome. Without waiving, and subject to, the foregoing objections, Gen-Probe 
will produce a complete set of non-privileged, design specification documents concerning the 
design and method of operation of such products. 
Document Request No. 24: 

All documents referring to, relating to, describing or constituting communications between 
Gen-Probe and third parties regarding the *338 patent. 
Response to Document Request No. 24: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein, Gen-Probe further objects that this request is 
overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery of 
admissible evidence. Gen-Probe further objects that this request seeks documents that may be 
protected by the confidentiality interests of third parties and may also be protected by joint and 
several interests in applicable attorney-client privileged communications and attorney work 
product. Without waiving, and subject to, the foregoing objections, Gen-Probe will produce all 
non-privileged, responsive documents within its possession, custody, and control that refer both to 
the *338 patent and Gen-Probe*s NAT test kits for HCV and HIV. 
Document Request No. 25: 

All documents referring to, relating to, describing or constituting conununications between 
Gen-Probe and third parties regarding any product or process for detecting and/or quantifying a 

polynucleotide using target capture and amplification developed by Gen-Probe, either by itself or 
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lESPONSE TO Document Request No. 25: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
jeneral Objections as if fully set forth herein. Gen-Probe further objects that this reques|t seeks 
locuments that may be protected by the confidentiality interests of third parties. Gen-Probe also 
)bjects that to the extent this request seeks documents relating to products other than Gen-Probe's 
^JAT test kits for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and 
s not reasonably calculated to lead to the discovery of admissible evidence. Gen-Probe further 
objects that this request is vague and ambiguous Avith respect to the term "amplification." Without 
waiving, and subject to, the foregoing objections, Gen-Probe will produce any non-privileged, 
responsive documents within its possession, custody, and control. 
Document Request No. 26: 

All documents referring to, relating to, describing or constituting communications between 
Gen-Probe and third parties relating to this litigation. 
Response to Document Request No. 26: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request seeks 
documents that may be protected by the confidentiality interests of third parties and may also be 
protected by community of interests in appUcable attorney-client privileged communications and 
attorney work product Furthermore, Gen-Probe objects to producing or identifying 
communications occuiiing after the initiation of the litigation between it and third parties 
concerning this litigation on the grounds of the attomey-client privilege and attorney work product. 
Without waiving, and subject to, the foregoing objections. Gen-Probe states that it does not 
possess any non-privileged documents responsive to this request that pre-date this litigation. 
DOCUMENT Request No. 27: 

All documents referring to, relating to, or describing the need for or desirability of Gen- 
Probe's taking a license under the '338 patent, or Gen-Probe*s decision regarding whether or not to 
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take a license under the *338 patent. 

Response to Document Request No, 27: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fully set forth herein. Without waiving, and subject to, the foregoing 

objections, Gen-Probe states that it does not possess any non-privileged documents that are 

responsive to this request. 

Document Request No. 28: 

All documents referring to, relating to, or describing Gen-Probe's decision whether or not 

to institute this action against Vysis, 

Response to Document Request No. 28: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fully set forth herein. Without waiving, and subject to, the foregoing 

objections, Gen-Probe states that it does not possess any non-privileged docimients that are 

responsive to this request 

Document Request No» 29 : 

AH documents Gen-Probe believes support its unfair competition claim. 
Response to Document Request No. 29: 

Gen-Probe further objects to this request to the extent that it calls for the disclosure of 
attorney work product. Gen-Probe further objects that Vysis' requests that seek all documents 
"supporting" Gen-Probe's contentions expressly requires the disclosure of attorney work product 
and privileged attorney client communications. Gen-Probe further objects to this request to the 
extent that it- prematurely seeks the facts and contentions that Gen-Probe will advance at trial 
before the completion of investigation and discovery. Upon satisfactory progress of discovery, 
Gen-Probe will agree to produce all non-privileged documents response to Vysis' request. 
Without waiving and subject to the foregoing objections, Gen-Probe will produce documents 
responsive to Vysis' requests document requests 1-3, 6, 9, 11, 16, 24 and 32, and interrogatories 1- 
3, 7, and 9. 
/// 

223146 V2/SD No. 99cv2668 H (AJB) 

4iq202!.Doc Exhibit G 

18. 54 



E_J1 



1 

2 
3 
4 

5 
6 
7 
8 
9 

10 

11 

12 

13 

14 

15 

16 

17 

18 

19 

20 

21 

22 

23 

24 

25 

26 

27 

28 



CooixyCoowaaouj 

AfTOtnlVt AT L*w 
5am Oisoo 



Document request No. 30: 

Documents sufficient to describe the corporate and organizational structure of Gen-Probe 

Incorporated for each year since 1990. 
Response to Document Request No. 30: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Without waiving, and subject to, the foregoing 
objections, Gen-Probe will produce documents that describe its corporate and organizational 
structure. 

Document Request No. 31 : 

Documents sufficient to identify all employees, attorneys, officers, consultants or other 
persons involved in the research, development, testing, evaluation, manufacture, marketing, sale, 
or servicing of any product or process for detecting and/or quantifying a polynucleotide using 
target capture and amplilfication developed by Gen-Probe, either by itself or with another person, 
including but not limited to Gen-Probe's NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. 31 : 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this 
request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Gen-Probe further objects that this 
request is vague and ambiguous with respect to the term "anjplification.'* Without waiving, and 
subject to, the foregoing objections, Gen-Probe will prepare and produce a list identifying the 
persons principally involved with Gen-Probe's NAT test kits for detecting HCV and HIV. 
Document Request No. 32: 

All documents relating to correspondence or communications between Gen-Probe and 
Vysis relating to the '338 patent or any product or process for detecting and/or quantifying a 
polynucleotide using target capture and amplification developed by Gen-Probe, either by itself or 

with another person, including but not limited to Gen-Probe's NAT test kits for use in detecting 
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ICVorHIV. 

lESPONSE TO Document Request No. 32: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
jeneral Objections as if fully set forth herein. Gen-Probe also objects that to the extent this request 
leeks documents relating to products other than Gien-Probe's NAT test kits for use in detecting 
iCV or HIV, the request is overbroad, unduly burdensome and is not reasonably calculated to lead 
0 the discovery of admissible evidence. Gen-Probe further objects that this request is vague and 
unbiguous with respect to the tenn "amplification." Without waiving, and subject to, the 
foregoing objections, Gen-Probe will produce all non-privileged, responsive documents in its 
possession, custody and control that refer both to the '338 patent and Gen-Probe's NAT test kits 
forHCVandHTV. 
DOCUMENT Request No. 33: 

All documents referring to, relating to, describing or constituting offers for sale of any 
product or process for detecting and/or quantifying a polynucleotide using target capture and 
amplification developed by Gen-Probe, either by itself or with another person, including but not 
limited to Gen-Probe's NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. 33: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fiilly set forth hereia Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification." Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
records otherwise available to Vysis under paragraph 3.9 of the parties' license agreement 

///. . . 
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DOCUMENT Request No. 34: 

All documents referring to, relating to, describing or constituting sales of any product or 
process for detecting and/or quantifying a polynucleotide using target capture and amplification 
developed by Gen-Probe, either by itself or with another person, including but not limited to Gen- 
Probe'si NAT test kits for use in detecting HCV or HIV. 
RESPONSE TO DOCUMENT REQUEST NO. 34: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification." Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HTV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HTV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery, of adnwssible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
records otherwise available to Vysis under paragraph 3,9 of the parties' license agreement. 
Document Request No. 35: 

All documents referring to, relating to, or describing the price of any product or process for 
detecting and/or quantifying a polynucleotide using target capture and amplification developed by 
Gen*Probe, either by itself or with another person, including but not limited to Gen-Probe's NAT 
test kits for use in detecting HCV or HIV. 
Response to Document Request No. 35: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification.** Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to tlie discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
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for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 

2 I reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 

3 I subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
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records otherwise available to Vysis under paragraph 3.9 of the parties* license agreement. 
Document Request No. 36: 

All documents referring to, relating to, or describing the costs associated with any product 
or process for detecting and/or quantifying a polynucleotide using target capture and amplification 
developed by Gen-Probe, either by itself or with another person, including but not limited to Gen- 
Probe's NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. 36: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification.'* Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe*s NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe*s NAT test kits 
for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
records otherwise available to Vysis under paragraph 3.9 of the parties* license agreement. 
Document Request No. 37: 

All documents referring to, relating to, or describing the profits (gross and net) made on the 
sale of any product or process for detecting and/or quantifying a polynucleotide using target 
capture and amplification developed by Gen-Probe, either by itself or with another person, 
including but not limited to Gen-Probc*s NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. 37: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
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and ambiguous with respect to the term "amplification." Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe's NAT test kits 
for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
records otherwise available to Vysis under paragraph 3,9 of the parties' license agreement. 
DOCUMENT Request No. 38: 

All documents referring to, relating to, or describing any licenses, agreements, or contracts 
involving any product or process for detecting and/or quantifying a polynucleotide using target 
capture and amplification developed by Gen-Probe, either by itself or with another person, 
including but not limited to Gen-Probe's NAT test kits for use in detecting HCV or HIV. 
RESPONSE TO DOCUMENT REQUEST NO, 38: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this request 
seeks documents relating to products other than Gen-Probe's NAT test kits for use in detecting 
HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably calculated to lead 
to the discovery of admissible evidence. Gen-Probe further objects that this request is vague and 
ambiguous with respect to the term **amplification.** Without waiving, and subject to, the 
foregoing objections, Gen-Probe will produce a copy of the license and collaboration agreements 
with Chiron and Bayer concerning Gen-Probe*s NAT test kits for use in detecting HCV and HIV. 

DOCUMENT REQUEST NO. 39: 

All documents referring to, relating to, or describing any payments paid or received in 
relation to any product or process for detecting and/or quantifying a polynucleotide using target 
capture and amplification developed by Gen-Probe, either by itself or with another person, 
including but not limited to Gen-Probe's NAT test kits for use in detecting HCV or HIV. 
/// 
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Response to Document Request No. 39: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fiilly set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification/* Gen-Probe also objects that to the extent 
this request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or HTV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Even as to Gen-Probe*s NAT test kits 
for use in detecting HCV or HIV, the request is overbroad, unduly burdensome and is not 
reasonably calculated to lead to the discovery of admissible evidence. Without waiving, and 
subject to, the foregoing objections, Gen-Probe will produce all of the non-privileged books and 
records otherwise available to Vysis under paragraph 3,9 of the parties* license agreement. 
Document Request No, 40: 

All documents referring to, relating to, describing or constituting business plans, marketing 
plans or studies, and projections for any product or process for detecting and/or quantifying a 
polynucleotide using target capture and amplification developed by Gen-Probe, either by itself or 
with another person, including but not limited to Gen-Probe's NAT test kits for use in detecting 
HCV or HIV. 

Response to Document Request No. 40: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this 
request seeks documents relating to products other than Gen-Probe's NAT test kits for use in 
detecting HCV or, HTV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence, Gen-Probe further objects that this 
request is overbroad, tmduly burdensome and is not reasonably calculated to lead to the discovery 
of admissible evidence. Gen-Probe further objects that this request is vague and ambiguous with 
respect to the terni "amplification." Without waiving, and subject to, the foregoing objections, 
Gen-Probe will produce all non-privileged marketing plans concerning Gen-Probe's NAT test kits 
for use in delecting HCV and HIV. 
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DOCUMENT Request No. 41: 

All documents referring to, relating to, describing or constituting patents or applications, 
U.S. or foreign, owned by or applied for by Gen-Probe, or employees thereof, relating to a product 
or process for detecting and/or quantifying a polynucleotide using target capture and amplification, 
including but not limited to, invention disclosures, evaluations of patentability, patent applications 
and drafts thereof, file wrappers, prosecution histories, and other papers prepared during the course 
of the prosecution of any such application. 
Response to Document Request No. 41: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe also objects that to the extent this 
request seeks documents relating to products other than Geii-Probe's NAT test kits for use in 
detecting HCV or HIV, the request is overbroad, unduly burdensome and is not reasonably 
calculated to lead to the discovery of admissible evidence. Gen-Probe further objects that this 
request is unduly burdensome to the extent that the information sought is publicly available to 
Vysis. Gen-Probe further objects that this request is vague and ambiguous with respect to the tenn 
"amplification." Without waiving, and subject to, the foregoing objections, Gen-Probe will 
produce all responsive, non-privileged documents within its possession, custody and control that 
refer to or constitute patents or patent applications that claim the inventions that may encompass 
all or a portion of Gen-Piobe's NAT test kits for use in detecting HCV and HIV. 
Document Request No. 42: 

Docuiients sufficient to identify any assay made, used, offered for sale, or sold by Gen- 
Probe for detecting and/or quantifying a polynucleotide using target capture and ampUfication, 
other than GenrProbe's NAT test kits for use in detecting HCV or HIV. 
Response to Document Request No. 42: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification." Gen-Probe further objects tiiat this 

request is overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery 
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1 of admissible evidence. Without waiving and subject to the foregoing objections, Gen-Probe will 

2 produce a complete set of non-privileged, design specification documents concerning the design 

3 and method of operation of Gen-Probe' s NAT test kits for use in detecting HC V or HIV. 

4 I Document REQUEST No. 43: 

5 I All documents relating to any investigational purpose associated with any sale or offer to 

6 1 sell any goods or services relating to a product or process for detecting and/or quantifying a 

7 polynucleotide using target capture and amplification developed by Gen-Probe, either by itself or 

8 with another person, including but not limited to Gen-Probe's NAT test kits for use in detecting 
9' ! HCV or HIV, including any document reflecting the nature of any information to be gathered, any 

10 obligation to report results by Gen-Probe, any limitations on the nature or extent of the use to 

1 1 which the product may be put by the purchaser, and any anticipated fiiture commercial benefit 

1 2 from providing such goods or services to customers. 

1 3 RESPONSE TO DOCUMENT REQUEST NO. 43: 

14 I Gen-Probe incorporates into this response each of the foregoing General Responses and 

1 5 i General Objections as if folly set forth herein. Gen-Probe forther objects that this request is vague 

16 and ambiguous with respect to the term "amplification." Gen-Probe forther objects that the term 

1 7 "investigational purpose associated with any sale or offer to sell any goods or services relating to a 

18 product or process for detecting and/or quantifying a polynucleotide using target capture and 

19 amplification" is vague and ambiguous leaving Gen-Probe to guess as to its meaning. Without 

20 waiving, and subject to, the foregoing objections, Gen-Probe wiU produce a complete set of non- 
21 privileged, design specification documents concerning the desipi and method of operation of Gen- 

22 Probe's NAT test kits for use in detecting HCV or HIV and the non-privileged books and records 

23 I subject to paragraph 3.9 of the parties' license agreement concerning the '338 patent 
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DOCUMENT REQUEST NO. 44: 

All documents evidencing, relating, or referring to the efficacy, efficiency, cost, speed, 
accuracy, or desirability of assays or methods for detecting and or quantifying a polynucleotide 
involving either target capture or amplification but not both. 
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Response to Document Request No, 44: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification." Gen-Probe further objects that this 
request is temporally overbroad to the extent that it seeks documents created after the effective 
filing date of the application that led to the '338 patent. Subject to the temporal limitation and 
without waiving, and subject to, the other foregoing objections, Gen-Probe will produce non- 
privileged, responsive documents in its possession, custody and control, that otherwise may 
constitute prior art. 
Document Request No. 45: 

All documents evidencing, relating, or referring to alternatives to the technique 
encompassed by the claims of the *338 patent for detecting or quantifying a polynucleotide. 
Response to Document Request No. 45: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is 
overbroad, imduly burdensome and is not reasonably calculated to lead to the discovery of 
admissible evidence. Gen-Probe also objects on the grounds that the term 'technique 
encompassed by the claims of the *338 patent" is vague and ambiguous leaving Gen-Probe to 
guess as to its meaning and the scope of such claims. Gen-Probe further objects to this request to 
the extent that it prematurely seeks the facts and contentions that Gen-Probe may advance at trial 
before the completion of investigation and discovery. Gen-Probe further objects that this request 
is temporally overbroad to the extent that it seeks documents created after the effective filing date 
of the application that led to the *338 patent Subject to the temporal limitation and without 
waiving, and subject to, the other foregoing objections. Gen-Probe will produce non-privileged, 
responsive documents in its possession, custody and control, that otherwise may constitute prior 
art. 

Document Request No. 46: 

All documents evidencing, relating, or referring to the feasibility of cloning as an 
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amplification technique in assays or methods for detecting or quantifying a polynucleotide. 
Response to Document Request No. 46: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is vague 
and ambiguous with respect to the term "amplification," Gen-Probe further objects that this 
request is overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery 
of admissible evidence, Gen-Probe further objects to this request to the extent that it prematurely 
seeks the facts and contentions that Gen-Probe may advance at trial before the completion of 
investigation and discovery. Gen-Probe further objects that this request is temporally overbroad to 
the extent that it seeks documents created after the effective filing date of the application that led 
to the *338 patent. Subject to the temporal limitation and without waiving, and subject to. the 
other foregoing objections, Gen-Probe will produce non-privileged, responsive docxmicnts in its 
possession, custody and control, that otherwise may constitute prior art. 
Document Request No. 47: 

All documents evidencing, relating, or referring to the feasibility of cell-firee protein 
expression as an amplification technique in assays or methods for detecting or quantifying a 
polynucleotide. 

Response to Document Request No. 47: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 

General Objections as if fully set forth herein, Gen-Probe further objects that this request is 

overbroad, unduly burdensome and is not reasonably calculated to lead to the discovery of 

admissible evidence. Gen-Probe fiirther objects that this request is vague and ambiguous with 

respect to the tenn "amplification." Gen-Probe further objects to this request to the extent that it 

prematurely seeks the facts and contentions that Gen-Probe may advance at trial before the 

completion of investigation and discovery. Gen-Probe further objects that this request is 

temporally overbroad to the extent that it seeks documents created after the effective filing date of 

the application that led to the *338 patent. Subject to the temporal limitation and without waiving, 

and subject to, the other foregoing objections, Gen-Probe will produce non-privileged, responsive 
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documents in its possession, custody and control, that otherwise may constitute prior art. 
DOCUMENT Request No, 48: 

All documents evidencing, relating, or referring to the feasibility of reverse transcription of 
RNA or DNA as an amplification technique in assays or methods for detecting or quantifying a 
polynucleotide. 

RESPONSE TO DOCUMENT REQUEST NO. 48: 

Gen-Probe incorporates into this response each of the foregoing General Responses and 
General Objections as if fully set forth herein. Gen-Probe further objects that this request is 
overbroad, unduly burdensome and is not reasonably calculated to lead to the discoveiy of 
admissible evidence. Gen-Probe further objects that this request is vague and ambiguous with 
respect to the term "amplification." Gen-Probe further objects to this request to the extent that it 
prematurely seeks the facts and contentions that Gen-Probe may advance at trial before the 
completion of investigation and discovery. Gen-Probe further objects that this request is 
temporally overbroad to the extent that it seeks documents created after the effective filing date of 
the application that led to the '338 patent. Subject to the temporal limitation and without waiving, 
and subject to, the other foregoing objections, Gen-Probe will produce non-privileged, responsive 
documents in its possession, custody and control, that otherwise may constitute prior art. 
Dated: June 20, 2000 

COOLEY GODWARD LLP 
STEPHEN P. SWINTON (106398) 
JAMES DONATO (146140) 
PATRICK M. MALONEY (197844) 

GEN-PROBE INCORPORATED 
R. WILLIAM BOWEN. JR. (102178) 




Attorneys for Plaintiff 
Gen-Probe Incorporated 
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PROOF OF SERVICE BY MAIL 
I, Liz Hoke, hereby declare: 

I am employed in the City of San Diego, County of San Diego, California in the office of a 
member of the bar of this court at whose direction the following service was made. I am over the 
age of eighteen years and not a party to the within action. My business address is Cooley 
Godward LLP, 4365 Executive Drive, Suite 1100, San Diego, California 92121-2128. I am 
personally and readily familiar with the business practice of Cooley Godward LLP for collection 
and processing of correspondence for mailing with the United States Postal Service, pursuant to 
which mail placed for collection at designated stations in the ordinary course of business is 
deposited the same day, proper postage prepaid, with the United States Postal Service. 

On June 20, 2000, I served: Gen-Probe incorporated's Responses to vysis, inc/s 
Second set of Requests for Production of Documents, Gen-probe Incorporated*s 
Objections to Vysis, Inc.'s First Set of Requests for production of documents, Gen- 
probe Incorporated*s Objections and Responses to Vysis, Inc/s First Set of 
Interrogatories; Gen-Probe Incorporated's Objections and responses to Vysis, Inc's 
Second Set of interrogatories on the interested parties in this action by placing a true copy 
ti. ^reof, on the above date, enclosed in a sealed envelope, following the ordinary business practice 
of Cooley Godward LLP, for collection and mailing in the United States mail addressed as follows: 

John H L^Estrange, Jr. Esq, Charles E. Lipsey, Esq. 

Wright ^ nd UEstrange Finnegan Henderson Farabow 

701 B Str >^et. Suite 1 550 1 300 1 Street, N.W., Suite 700 

San Diego, CA 92101 Washington, DC 20005-3315 

Tel: (619)231-4844 Tel: (202)408-4000 

Fax: (619) 23 1 -6710 Fax: (202) 408-4400 

Attorneys for Vysis, Inc. Attorneys for Vysis, Inc. 

Thomas W. Banks Esq. 
Finnegan Henderson Farabow 
700 Hansen Way 
PaloAHcCA 94304 
Tel: (650) 849-6600 
Fax:(650)849-6666 
Attorneys for Vysis, Inc. 

I declare under penalty of perjury under the laws of the State of California that the 
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STEPHEN P. SWINTON (106398) 
COOLEY GODWARD LLP 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92 121 -2128 
Telephone: (858) 550-6000 
Facsimile: ' (858) 453-3555 

DOUGLAS E. OLSON (38649) 
BROBECK PHLEGER & H-ARRISON LLP 
12390 El Camino Real 
San Diego, C A 92130 
Telephone: (858) 720-2500 
Facsimile: (858) 720-2555 

R. WILLIAM BOWEN, JR. (102178) 
GEN-PROBE, INC. 
10210 Genetic Center Drive 
San Diego, C A 92121-4362 
Telephone: (858)410-8918 
Facsimile: . (858)410-8637 

Attorneys for Plaintiff 
GEN-PROBE, INCORPORATED 



UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF CALIFORNIA 




GEN-PROBE INCORPORATED, 
Plaintiff, 



VYSIS, INC., 



Defendant. 



No. 99CV2668H AJB 

[PROPOSED] Second amended Complaint 
For Declaratory Relief and Unfair 
Competition 



Plaintiff Gen-Probe Alleges: 

Introduction 

1 . This action concerns the nature and scope of any obligation of plaintiff Gen-Probe 
Incorporated ("Gen-Probe") to make royalty payments to defendant Vysis, Inc. ("Vysis") pursuant 
to a patent license agreement between the parties ("the License") in light of the invalidity and non- 
infringement of United States Patent No. 5,750,338 ("the '338 patent") that is a subject of that 
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License. As set forth below, Gen-Probe asks this Court to declare the '338 patent invalid and 
further to declare that Gen-Probe's current and anticipated activities do not infringe any valid 
claims of the '338 patent; As a corollary to those declarations, Gen-Probe also asks this court to 
declare its rights and obligations under the terms of the parties' License. Finally, Gen-Probe also 
seeks relief from Vysis' continuing acts of wrongful and unfair conduct with respect to the '338 
patent. 

The Parties 

2. Gen-Probe was founded in San Diego in 1984 as a small ''start up'' company, 
seeking to develop products based on the discoveries of a local research scientist. Over time, Gen- 
Probe became one of the largest biotechnology firms in San Diego. Gen-Probe now maintains its 
principal offices and research facilities at 10210 Genetic Center Drive in San Diego, where it 
employs over 500 scientists and staff. Gen-Probe is organized under the laws of the State of 
Delaware. 

3. Gen-Probe is informed and believes that defendant Vysis, Inc. (hereinafter '*Vysis" 
or "the defendant'') is a corporation organized and incorporated under the laws of the State of 
Delaware. Gen-Probe is further informed and believes that Vysis maintains its principal place of 
business in Downers Grove, Illinois and that it is controlled by BP Amoco, Inc. 

Jurisdiction And Venue 

4. Counts One and Two of this Complaint seek declaratory relief under the 
Declaratory Judgment Act, Title 28, United States Code, Sections 2201 and 2202. This Court has 
subject matter jurisdiction of the claims asserted thereunder by reason of Title 28, United States 
Code, Sections 1331, 1338(a), 1338(b) and 1367. 

5. Venue is proper in this District under Title 28, United States Code, Sections 
1391(b) and 1400(b). 

Background 

6. Living cells store genetic information in molecules of nucleic acid known as DNA. 
These molecules consist of long^ thin, chain-like strands which, in turn, are usually found in the 
form of two tightly bound, complementary chains. DNA molecules retain their genetic information 
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in the form of a genetic code. The information in the DNA determines the life processes of each 
organism. The information in the DNA is used to make related nucleic acid molecules called RNA 
that cells use to manufacture proteins. 

7. Through the work of its scientists and staff, Gen-Probe has developed and contmues 
to develop diagnostic tests that seek out the DNA or RNA of the infectious organisms. These types 
of tests are generally referred to as "genetic probes" or "nucleic acid tests" ("NAT"). Gen-Probe 
now markets DNA probe products that test for a wide range of microorganisms that cause 
tuberculosis, strep throat, pneumonia, fungal infections and sexually transmitted diseases. Through 
the efforts of its scientists and staff, Gen-Probe has emerged as the recognized world leader in the 
development, manufacture and commercialization of diagnostic products based on its patented 
genetic probe technology. Gen-Probe has received over 40 FDA clearances and approvals for 
genetic probe tests to detect a wide range of microorganisms, including Chlamydia trachomatis, 
Mycobacterium tuberculosis and Neisseria gonorrhoeae. 

8. Many human diseases are caused by bacterial or viral agents that invade living 
cells. Historically, the presence of these bacterial or viral agents was detected directly by time- 
consuming methods such as culture or indirectly through the detection of antibodies. 
Unfortunately, it takes time, sometimes weeks or months, to grow organisms in culture, and it 
usually takes months for the body to manufacture antibodies in sufficient amounts to reveal the 
presence of infectious agents. Consequently, these methods do not lend themselves to early 
detection of infection. NAT addresses this problem. 

9. Among the disease detection technologies recently applied by Gen-Probe is its 
patented nucleic acid technology known as "Transcription-Mediated Ampilification" ("TMA"). 
This technology enables Gen-Probe's NAT products to detect extraordinarily small quantities of.the 
nucleic acids of infectious agents. 

10. In September 1996, Gen-Probe received a $7.7 million grant from the National 
Institutes of Health to develop TMA-based nucleic acid tests to be used in screening donated blood 
for and human immunodeficiency virus (HIV), the causative agent of AIDS, and hepatitis C virus 

(HCV), which causes a severe form of hepatitis. 
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11. At the time of the NIH grant to Gen-Probe, donated blood was principally tested by 
irocedures that detected the presence of antibodies to the viruses being screened. Due to the time it 
akes for the body to make antibodies after initial infection, donated blood may test negative for 
ntibodies, yet still carry infectious viruses. This delay between the time of actual infection and the 
ime that antibodies can first be detected is often known as the ''window period." Reduction of this 
window period" was a significant concern of the United States government and the primary focus 
if the grant to Gen-Probe to develop NAT diagnostics for use in blood screening. 

12. In fulfilling its obligations under the grant, Gen-Probe developed NAT tests to 
etect the DNAs of HIV and hepatitis C in blood. Through the use of its NAT test, Gen-Probe 
lelieves that researchers and medical personnel may rapidly and directly detect the presence of 
;enetic material of viruses like HIV and HCV more accurately and without the complications and 
ielay associated with conventional indirect tests. As such, Gen-Probe believes that its new test 
nay significantly reduce the "window period" for detection of these extremely harmful viral agents 
x\d resulting diseases. 

13. Final development of the NAT tests for blood screening in the United States is now 
aking place in testing conducted by the American Red Cross, America's Blood Centers, and others. 
"A Purity Quest; Local Biotech's Ultra-Sensitive Blood Screening Could Cut Risk of AIDS, 
iepatitis," San Diego Union, March 25, 1999, page C-1.) Use of the tests in the United States is 
nade pursuant to an Investigational New Drug Application filed with the United States Food and 
Drug Administration. In blood tested by the American Red Cross, Gen-Probe's products have 
letected hepatitis C and HIV which escaped detection by prior methods, ("New Blood Screening 
Mnds Virus Others Missed; Experimental Test Turns Up Hepatitis C In Donated Blood," San Diego 
Union, April 2, 1999, page B-2.) 

14. On September 21, 1999, the French Ministry of Health approved the sale of the 
aen-Probe blood screening tests in France. Gen-Probe anticipates approval of its tests for us in 
\ustralia in early 2000. 

15. Gen-Probe has entered into an agreement with Chiron Corporation ("Chiron") of 
Emeryville, California, with respect to the development, manufacture, and distribution of blood 
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creening products. Gen-Probe is also a party to an agreement with Bayer Corporation ("Bayer") of 
:meryville, California with respect to the development, manufacture, and distribution of clinical 
iagnostic products for the detection of HIV and hepatitis C, among other pathogens. 

16. Gen-Probe anticipates that additional clinical trials in the United States of its 
IIV/HCV tests for use in blood screeiiing and in clinical diagnostics will commence in the first part 
f 2000. Gen-Probe anticipates the conclusion of those clinical trials, and the initiation of 
ommercial sales in the United States of kits containing its HIV/HCV blood screening test, dunng 
000. , 

1 7. All of the Gen-Probe products are.manufactured in San Diego, California. 

The '338 patent 

18. Gen-Probe is informed and believes that on or about May 12, 1998, the United 
itates Patent and Trademark. Office issued United States Patent No. 5,750,338 ("the '338 patent") 
lased upon Patent Application No. 238,080 filed on May 3, 1994. 

1 9. Gen-Probe is informed and believes that defendant Vysis claims to be the owner, by 
issignment, of the entire right, title and interest of the, '338 patent. The claims of the '338 patent 
)urport to relate to assays and probes for polynucleotide molecules such as DNA and RNA. 

20. In early 1999, Vysis informed Gen-Probe that it believed that the '338 patent 
'applied" to Gen-Probe's NAT blood screening tests for HIV and HCV. Following further 
liscussions and to avoid any complications in Gen-Probe's plans for commercial deployment of its 
^JAT test kits, as of June 22, 1999 Gen-Probe obtained a license ("the License") from Vysis under 
he '338 patent. Gen-Probe also obtained options' to the License for its relationships with Chiron 
md Bayer. 

21. Under the terms of the License, Vysis requires Gen-Probe (and its allied parties if 
:he options are exercised) to make significant fihancial payments to Vysis as royalties on the sale of 
iny product covered by any valid claims of the '338 patent. 

22. Notwithstanding the existence of the License, and as further alleged herein. Gen 
Probe believes that the claims of '338 patent are invalid in all material respects. Furthermore, Gen- 
Probe believes that its NAT blood screening tests do not infringe any valid claim of the '338 patent 
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As such, Gen-Probe disagrees with Vysis' contention that the claims of the '338 patent "apply" to 
Gen-Probe's activities and contemplated products. For these same reasons, Gen-Probe contends 
that it has no obligation to make any royalty pa>inents to Vysis with respect to its present products 
and activities and any contemplated products and activities that Vysis may later claim infringe the 
claims of the '338 patent. 

23. Gen-Probe has communicated to Vysis its belief that the claims of the ^338 patent 
are invalid. In support of that belief, Gen-Probe has provided Vysis with information that 
demonstrates that the claims of the '338 patent are invalid. Gen-Probe has also advised Vysis of its 
belief that its NAT test kits for use in detecting HCV and HIV in the Nation's blood supply do not 
and will not infringe any vahd claims of the '338 patent. 

24. Notwithstanding its. receipt of the foregoing information, Vysis persists in its 
assertion that the claims of the '338 patent are valid and enforceable and that Gen-Probe is 
obligated to make royalty payments in accordance with the terms of the License. 

25. Based upon a long history of litigation between Gen-Probe and Vysis and its 
affiliates, Gen-Probe reasonably anticipates that should it fail to pay royalties pursuant to the 
License, Vysis will aggressively attempt to enforce its perceived rights under both the License and 
the '338 patent by terminating the License and by initiating litigation against Gen-Probe, its allied 
parties, and customers. 

26. An actual case or controversy exists between Gen-Probe and Vysis concerning the 
validity and infringement of the '338 patent and Gen-Probe's rights and obligations under the 
License. The determination of the issues presented in this complaint will inure to the greater public 
benefit and good. 

Count One 
Non-Infringement Of The '338 patent 

27. Gen-Probe. repeats, repleads and incorporates herein the allegations of paragraphs 1 
through 26 of this complaint. 

28. Gen-Probe's NAT test kits for use in detecting HCV and HIV in the Nation's blood 

supply do not and will not infringe any valid claims of the '338 patent. 
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COLjNTTWO 

Invalidity Of The '338 patent 

29. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs 1 
hrough 26 of this complaint/ 

30. The claims of the '338 patent are invalid by reason of one or more provisions of Title 

5 of the United States Code. 

Count Three 
Declaratory Relief 

3 1 . Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs I 
hrough 26 of this complaint, 

32. An actual controversy has arisen and now exists concerning the rights and 
obligations of Gen-Probe pursuant to the terms of the parties' License. Those disputes arise from 
tnd their resolution depends upon the federal patent laws. 

33. Gen-Probe seeks a declaration of its rights and obligations under the License, 
)articularly in light of the invalidity and non-infnngement of the *338 patent and defendant's acts 
)f unfair competition as alleged herein. 

Count Four 
Unfair Competition 

34. ^ Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs 1 

hrough 33 of this complaint. 

^ 35. Vysis knows or should know the underlying facts establishing the invalidity and/or 
inenforceability of the claims of the '338 patent. In continuing to enforce the claims of the '338 
patent, Vysis has acted and continues to act unfairly, inequitably and in bad faith. In addition, 
Vysis' actions constitute unlawful, unfair or fraudulent business practices under California Business 

6 Professions Code Sections 1 7200, et seq, 

36. By reason of the aforementioned acts of unfair competition and unlawful, unfair 
and fraudulent business practices, Gen-Probe is entitled to damages, as established at time of trial, 
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restitution and injunctive relief. 

Count Five 
Unenforceability of the '338 Patent 

37. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs 1 
through 36 of this complaint. 

38. Applicants for patents have a general duty of candor and good faith in their dealings 
with the Patent and Trademark Office (the "Patent Office") and an affirmative obligation to disclose 
to the Patent Office all information that they know to be material to the examination of a pending 
application pursuant to 37 C.F.R. § 1.56. This duty extends to the applicants and their 
representatives, such as their attorneys, and all others associated with the prosecution, including 
every person who is substantively involved in the preparation or prosecution of the application. 

39. Gen-Probe is informed and believes, and thereon alleges, that Vysis or its 

predecessors-in-interest and their agents (hereinafter collectively referred to as "the applicants") 

knowingly arid willfully concealed and misrepresented material evidence during the prosecution of 

the '338 patent applications and that by such inequitable conduct, the '338 patent is unenforceable 

against Gen-Probe for the reasons that follow. 

Facts Related To The Abandonment Of The Claimed Inv ention Of 
Nucleic acid amplification 

40. On October 23, 1986, the applicants filed a patent application entitled "Target and 
Background Capture Methods and Apparatus for Affinity Assays." After filing, the Patent Office 
assigned that application the numerical designation. Serial No. 06/922,155 (the '"155 application"). 
Although, the '155 application purported to describe a technique for reversible target capture, it 
contained no disclosure of or claims to amplification techniques as claimed by Vysis in the '338 
patent. The applicants identified Mark L. Collins as the sole inventor of the alleged inventions 
claimed in the '155 application. 

41. On December 21, 1987, prior to substantive examination of the '155 application by 
the Patent Office, Vysis filed a Continuation-in-Part of the '155 application. The Patent Office 
assigned this Continuation-in-Part application Serial No. 07/136,920 (the "'920 application"). The. 
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pplicants entitled the '920 application "Target and Background Capture Methods with 
Lmplification," and initially submitted claims in the '920 application to a method of nucleic acid 
mplification (claims 1-23), and a claim to an instrument for performing assays for target 
olynucleotides (claim 24). 

42. In its initial examination of the '920 application, the Patent Office issued a 
jstriction requirement because if deemed the claimed inventions of the amplification and 
istrument claims of the '920 application as distinct. In response to that restriction requirement, the 
pplicants elected to proceed in the '920 application by prosecuting only the amplification claims 
;laims 1-23). 

43. On July 20, 1990, following the applicants' election to proceed with only the 
mplification claims in the '920 application, the Patent Office issued an office action regarding that 
pplication by which it rejected all claims of the '920 application on prior art and other grounds of 
latentability. The Patent Office provided the applicants until October 20, 1990, with extensions 
vailable until January 20, 1991, to submit a substantive response to that office action. 

44. Rather than prepare a substantive response to the July 20, 1990 office action, and in 
trder to continue prosecuting claims to a method of nucleic acid amplification, on January 22, 
991, the applicants filed a continuing applica:tion from the '920 application. The Patent Office 
lesignated this continuing application as application Serial No. 07/644,967 (the "'967 
ipplication"). Concurrent with the filing of the '967 application, the applicants then expressly 
ibandoned the '920 application. 

45. On March 12, 1991, the Patent Office issued an office action for the '967 
ipplication by which it issued a final rejection of the claims submitted with that application. 
Pursuant to statute, the Patent Office provided the applicants with a shortened response period until 
rune 12, 1992, with extensions available until September 12, 1992, to respond to this final rejection 
5f the claims of the '967 application. 

46. Again rather than prepare a substantive response to the March 12, 1992, office 
iction, and in order to continue prosecuting claims to a method of nucleic acid amplification, on 
September 14, 1992, the applicants filed a continuation application to the '967 application. The 
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Patent Office designated this further continuation application Serial No. 07/944,505 (the "'505 
application"). Consistent with continuation practice and rules, the applicants presented only claims 
to a method of nucleic acid amplification the '505 application, all other claims having been 
withdrawn by prior election. Concurrent with their filing of the '505 application, the applicants 
then expressly abandoned the ^967 application. 

47. On November 5, 1992, the Patent Office issued an office action for the '505 
application by which it issued a final rejection of the claims submitted with that application. 
Pursuant to statute, the Patent Office provided the applicants with a shortened response penod until 
February 5, 1993, with extensions available until May 5, 1993, to respond to this final rejection of 
the claims of the '505 appHcation. 

48. With the applicants' express knowledge and awareness of the requirement to 
respond to the November 5, 1992, office action within the statutorily required time and the further 
knowledge of the consequences of abandonment arising from any failure to respond within that 
required time, applicants intentionally elected not to respond to the office action. 

49. Consistent with Patent Office rules and procedures, following the applicants' failure 
to respond to the November 5, 1992, office action, on June 16,1993, the Patent Office sent a formal 
notice of abandonment of the '505 application to the applicants. Again, however, consistent with 
the applicants' intentional decision not to respond to the office action, the applicants intentionally 
determined not to respond to the notice of abandonment. 

Facts Related To The Prosecution of the Alleged Instrument Invention 

50. Gen-Probe is informed and believes, and thereon alleges, that the applicants 
intentionally failed to respond to the November 5, 1992, office action rejecting the claims of the 
'505 application and further intentionally failed to respond to the June 16, 1993 notice of 
abandonment as a result of their decision to abandon the alleged invention directed to a method of 
nucleic acid amplification originally elected for prosecution in the '920, '967 and '505 applications. 

51. On January 31, 1991, consistent with the applicants' decision to acquiesce to the 
Patent Office's July 20, 1990, restriction requirement issued with respect to the distinct claimed 
inventions that applicants presented in the '920 application, the applicants filed a separate 
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pplication by which they elected to prosecute only instrument-related claims ongmally presented 
s claim 24 of the '920 application. The Patent Office assigned this instrument application Serial 
fo. 07/648,468- (the "'468 application"). As originally filed and consistent with the restnction 
^quirement, in the '468 application, the applicants submitted only claims directed to an instrument 
Dr performing assays for target polynucleotides. The applicants entitled the '468 application 
Closed.Vessel for Isolating Target Molecules and for Performing Amplification." 

52. Through their '468 application, the applicants claimed priority of their instrument 
avention as a continuation-in-part application to the '920 and earlier '155 applications. However, 
pplicants' claim to priority to the '920 and '155 applications was defective as it violated the 
equirement that the '468 application have been filed prior to the abandonment of the priority 
pplications. In this case, although the applicants filed the '468 application on January 31, 1991, 
hey intentionally abandoned the '920 application on January 22, 1991 and intentionally abandoned 
he ' 155 application on February 3, 1990. The applicants intentionally failed to disclose this lack of 
;o-pendency of the '468 application during the prosecution of the '468 application. 

53. The Patent Office initially rejected all the claims of the '468 application on prior art 
md other grounds of patentability in an office action mailed March 18, 1992. The Patent Office 
)rovided the applicants until June 18, 1992, with extensions available until September 18, 1992, to 
lubmit a substantive response to that office action. 

54. Rather than prepare a substantive response to the March 1 8, 1 992 office action, and 
n order to continue prosecuting claims to an instrument for performing assays for target 
polynucleotides, on September 17, 1992, the applicants filed a continuing application from the '468 
ipplication. The Patent Office designated this continuing application as application Serial No. 
37/946,749 (the "'749 application"). Consistent with the restriction requirement originally issued 
in the '920 application, the applicants submitted only claims directed to an instrument for 
performing assays for target polynucleotides in the '749 application. Concurrent with the filing of 
the '749 application, the applicants then expressly abandoned the '468 application. 

55. The Patent Office initially rejected all the claims of the '749 application on prior art 
and other grounds of patentability in an office action mailed March 22, 1993. The Patent Office 
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provided the applicants until June 22, 1993, with extensions available until September 22, 1993, to 
submit a substantive response to that office action. 

56. Rather than prepare a substantive response to the March 22, 1993 office action, and 
in order to continue prosecuting claims to an instrument for performing assays for target 
polynucleotides, on September 21, 1993, the applicants filed a continuing application from the 749 
application. The Patent Office designated this continuing application as application Serial No. 
08/124,826 (the "'826 application Consistent with the restriction requirement originally issued 
in the '920 application, the applicants submitted only claims directed to an instrument for 
performing assays for target polynucleotides in the '826 application. Concurrent with the filing of 
the ^826 application, the applicants then expressly abandoned the '749 application. 

57. The Patent Office initially and finally rejected all the claims of the '826 application 
on prior art and other grounds of patentability in an office action mailed December 9, 1993. The 
Patent Office provided the applicants until March 9, 1994, with extensions available until June 9, 
1994, to submit a substantive response to that office action. 

58. Rather than prepare a substantive response to the December 9, 1993 office action, 
and in order to continue prosecuting claims to an instrument for performing assays for target 
polynucleotides, on June 8, 1994, the applicants filed a continuing application from the '826 
application. The Patent Office designated this continuing application as application Serial No. 
08/257,469 (the "'469 application"). Consistent with the restriction requirement originally issued 
in the '920 application, the applicants submitted only claims directed to an instrument for 
performing assays for target polynucleotides in the '469 application. Concurrent with the filing of 
the '469 application, the applicants then expressly abandoned the '826 application. 

59. The Patent Office initially and finally rejected all the claims of the '469 application 
on prior art and other grounds of patentability in an office action mailed September 12, 1994. The 
Patent Office provided the applicants until December 12, 1994, with extensions available until 
March 12, 1995, to submit a substantive response to that office action. 

60. Rather than prepare a substantive response to the December 12, 1994 office action, 
and in order to continue prosecuting claims to an instrument for performing assays for target 
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polynucleotides, on March 8, 1995, the applicants filed a continuing application from the '469 
application. The Patent Office designated this continuing application as application Sena! No. 
08/400,657 (the "'657 application"). Consistent with the restriction requirement onginally issued 
in the ^920 application, the applicants submitted only claims directed to an instrument for 
performing assays for target polynucleotides in the '657 application. Concurrent with the filing of 
the '657 application, the applicants then expressly abandoned the '469 application. 

^ 61. The Patent Office initially and finally rejected all the claims of the '657 application 
on prior art and other grounds of patentability in an office action mailed April 25, 1995. The Patent 
Office provided the applicants until July 5, 1995, with extensions available until October 5, 1995, to 
submit a substantive response to that office action. 

62. Rather than prepare a substantive response to the April 25, 1995 office action, on 
October 25, 1995, the applicants submitted a notice of appeal of the '657 application. Rather than 
file an appeal brief, and in order to continue prosecuting claims to an instrument for performing 
assays for target polynucleotides, on March 25, 1996, the applicants filed a continuing application 
from the '657 application. The Patent Office designated this continuing application as application 
Serial No. 08/622,491 (the "'491 application"). Consistent with the restriction requirement 
originally issued in the '920 application, the applicants submitted only claims directed to an 
instrument for performing assays for target polynucleotides in the '491 application. Concurrent 
with the filing of the '491 application, the applicants then expressly abandoned the '657 
application. 

APPLICANTS* Efforts To Overcome Their Intentional abandonment Of The '505 

APPLICATION AND THEIR ALLEGED CLAIMS TO A METHOD OF AMPLIFICATION 

63. Gen-Probe is informed and believes, and based thereon alleges, that sometime on or 
before May 3, 1994, the applicants determined to attempt to reverse their prior intentional 
abandonment of the alleged invention directed to, a method of nucleic acid amplification. As a 
result of that determination, on May 3, 1994, fifteen months after they failed to respond to the 
shortened statutory response to the office action of November 5, 1993 and almost eleven months 
after thfey ftirther failed to respond to the formal notice of abandonment, applicants attempted to 
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;vive their '505 application by filing a formal petition to revive the '505 application. In that 
etition, the applicants misrepresented the fact concerning their prior intentional abandonment of 
le '505 application and claimed that they "unintentionally" failed to respond to the Patent Office, 
he applicants stated that "[t]he abandonment occurred as a result of the oversight of Applicants 
jpresentative and was not intended by Applicants." 

64. As set forth above, the applicants' claim of unintentional abandonment of the '505 
ras false. Gen-Probe is informed and believes, and based thereon alleges, that the applicants' 
lilure to respond to the Patent Office's rejection of the claims of '505 application directed to the 
laimed invention of a method of nuclei acid amplification was intentional. Indeed, the applicants' 
itentional decision not to respond to the '505 office action was consistent with and driven by 
pplicants' underlying decision to abandon the invention claimed in the '505 application. 

65. On October 27, 1994, the Patent Office rendered a decision denying the applicants' 
etition to revive the '505 application. As the Patent Office explained, the '505 application became 
bandoned on February 6, 1993, when the applicants failed to respond to the office action of 
November 5, 1992. Because the petition to revive the '505 application was filed more than one 
ear after the '505 application became abandoned, the petition was barred under 37 C.F.R. 
.137(b). Accordingly, the Patent Office reftised to revive the" '505 application under 37 C.F.R. 
.137(b). 

66. The Patent Office informed the applicants that they might be able to revive the '505 
application under the provisions of 37 C.F.R. 1.137(a). However, the Patent Office explained that 
in view of the fact that this case has been abandoned for an inordinate period of time, petitioner 
nust show diligence between the time of becoming aware of the abandonment of the above- 
dentified application and the filing of a petition to revive." 

67. The applicants declined to seek relief pursuant to 37 C.F.R. 1.137(a), thereby 
icquiescing to the Patent Office's determination that the '505 patent was abandoned on February 6, 
1993. 

68. Concurrent with their ultimately unsuccessful effort to revive the '505 application, 
jn May 3, 1994, the applicants filed a new original application that the Patent Office designated as 
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Serial No. 08/238,Q80 (the *''080 application"), filed. In the '080 application, the applicants did not 
initially disclose to the Patent Office that the application was virtually identical to that they 
intentionally abandoned in the '505 application or of the fact of that abandonment. In addition, the 
applicants also failed initially to disclose the fact of their concurrent efforts to revive the '505 
application. Furthermore, notwithstanding the fact that the applicants knew and intended that the 
'080 application should be treated as a new original application, applicants did not submit new 
oaths from the alleged inventors for the '080 application. The applicants also failed to disclose to 
the Patent Office that, as an original application, the claims of the '080 application were anticipated 
by the prior publication on August 23, 1989, of the applicants' own European application 
corresponding to the '920 application, European Application No. 88312135.2. 

69. As a result of the applicants' intention to treat the '080 application as an original 
application and their concurrent failure to submit new oaths to support that application, on June 3, 
1994, the Patent Office issued a notice to the applicants by which the Patent Office indicated that it 
had noted that the applicants had failed to file proper oaths or declarations for the '080 application. 

70. In response to the Patent Office's notice to file the missing oaths necessary to 
support the '080 application, on February July 5, 1994, the applicants submitted a formal response 
to that notice by which response the applicants first disclosed the prior abandonment of the '505 
application and petitioned the Patent Office to consider the '080 application as a continuation 
application to the '505 application. By that response, the applicants' concurrently petitioned the 
Patent Office to consider the '080 application as filed under 37 C.F.R. § 1.60 as a continuation of 
their previously abandoned '505 application. However, through this response and the petition 
incorporated therein, the applicants continued to misrepresent the prior abandonment of the '505 
application and invention as "unintentional." 

71. On October 27, 1994, the Patent Office formally dismissed the applicants' petition 
to revive the '505 application. The applicants did not disclose that decision to the branch of the 
Patent Office handling the applications' petition in the '080 application to treat the '080 application 
as a continuation application to the '505 application. In any event, however, on March 14, 1995, 
the Patent Office formally dismissed that petition as moot and declared that the '080 application 
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would be processed with a filing date of May 3, 1994. 

72. The Patent Office decisions denying the applicants' petitions to revive the *505 

application and to treat the '080 apphcation as a continuation of the '505 created significant, indeed 

insurmountable, impediments to the applicants' desire to recant and reverse their earlier 

abandonment of the '505 application and the alleged invention consisting of the amplification 

method presented therein. Among other problems raised by those decisions, the applicants knew 

that unless they could manipulate the prionty to which the '080 application was entitled, their own 

prior publications would constitute statutory bars to patentability. 

APPLICANT'S Efforts To Fraudulently Manufacture Claims Of Priority 

For THE '080 Application 

73. In light of the foregoing fatal impediments to patentability of the method claims 
presented in the *080 application, the applicants then proceeded to manufacture a scheme to 
undermine the Patent Office decisions denying their ability to claim priority for the '080 application 
back through the '505 application. As the first step in that scheme, on December 5, 1995, the 
applicants submitted a preliminary amendment in the *080 application in which they claimed, for 
the first time, that the '080 application was a divisional application to the '657 application that the 
applicants filed on March 8, 1995 to pursue the instrument claims and invention first claimed in the 
'468 application, as alleged in paragraph 60 of this Amended Complaint. 

74. The applicants' efforts regarding and claim of priority of the '080 application to the 
'657 application were improper for several reasons. First, as indicated above, the applicants had 
previously elected to pursue only the instrument claims in the '657 application. As such, and 
without prior disclosure to or permission from the Patent Office, the applicants impermissibly 
"shift" their method claims back to the claim 24 of the '920 application, and subject to the 
restriction of July 20, 1990, in that application. As noted hereinabove, the applicants originally 
filed the chain of applications that included the '657 application in order to prosecute the claims 
directed to an invention regarding an instrument for performing assays for target polynucleotides, 
Sec^d, the applicants' efforts to claim that the '080 application was a divisional application of the 

'657 application was additionally defective because the specification and claims of the '080 patent 
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ire different from and not supported by the specification and claims of the '657 application. 

75. However, in applicants' zeal to implement their inequitable scheme to overcome the 
'atent Office determination that the claims of the '080 application were only entitled to claim 
iriorily as of May 3, 1994, the applicants overlooked an even more significant defect in their effort 
0 claim pnority for the '080 application to the '657 application. Under' the patent laws and 
egulations, an application is only entitled to claim priority to a prior application if such application 
vas co-pending at some point in the "life", of the two applications. Yet, with respect to the 
ipplicants' scheme to advance the priority of the '080 application, their claim to priority of the "080 
ippHcation to the '657 application violated this requirement of co-pendency because the applicants 
lid not file the '657 application until March 8, 1995, nearly one year after the applicants filed the 
080 application! The applicants failed to advise the Patent Office of this lack of co-pendency in 
heir December 5, 1995, preliminary amendment. Gen-Probe is informed and believes, and based 
hereon alleges, that the applicants knew that the representation that the '080 application was a 
iivisional of the '657 application was improper, and that the applicants made this representation 
A^ith the intent of deceiving and misleading the Patent Office. 

.4PPLICAMS' Misrepresentations About Mullis, U.S. Patent No. 4,683,202. 

76. Despite their intentional failure to disclose the fatal defect in their claim of priority 
in the '080 application, the applicants continued to prosecute the claims of that application. During 
the course of that continued prosecution of the '080 application, the Patent Office rejected 
applicants' proposed claims to a method of nucleic acid amplification on the grounds of the 
disclosure of prior art that included the Mullis patent (U.S. Patent 4,683,202). In response, the 
applicants argued that the prior art did not teach or disclose purification of a target nucleic acid 
prior to amplification, yet, that argument was false. Specifically, in their December 5, 1995 
Preliminary Amendment, the applicants made the following statements regarding the Mullis patent: 

Applicants submit the Examiner's conclusions is the product of an 
improper picking and choosing of selective disclosure from the 
cited references to obtain Applicants' invention and that when the 
references are considered for all that they teach the references do 
not disclose or suggest Applicants' invention. For example, while 
it is true that Mullis (U.S. No. 4,683,202) discloses DNA 
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amplification and some improved sensitivity and ability to isolate 
specific nucleoside sequences, MuUis also teaches away from 
Applicants' invention. Specificially, Mullis teaches: 

The present invention obviates the need for 
extensive purification of the product from a 
complicated biological mixture. 

(Col. 2, lines 32-34). N^IuUis reaffirmed this teaching later in the 
disclosure; , 

// is not necessary that the sequence to be 
amplified be present initially in a pure form; it 
may be a minor fraction of a complex mixture 
or a portion of a nucleic acid sequence due to a 
particular microorganism which organism might 
constitute only a very minor fraction of a 
particular biological sample. 

{Col. 5, lines 49-56). Plainly, Mullis teaches that the amplification 
, method of his invention does not include purification before 
amplification and, in fact, does not require purification. Thus, 
Mullis teaches away firom Applicants' invention. 

2/5/95 Preliminary Amendment at p. 16 [emphasis added]. The applicants repeated this 
epresentation to the Patent Office regarding the teachings of Mullis in the Amendment filed on 

)ctober 18, 1996, at pp. 11-12. 

77. The paragraph cited by the applicants from the Mullis patent reads in whole: 

Any source of nucleic acid, in purified or nonpurified form, can be 
utilized as the starting nucleic acid or acids, provided it contains or 
is suspected of containing the specific nucleic acid sequence 
desired. Thus, the process may employ, for example, DNA or 
RNA, including messenger RNA, which DNA or RNA may be 
single stranded or double stranded. In addition, a DNA-RNA 
hybrid which contains one strand of each may be utilized. A 
mixture of any of these nucleic acids may also be employed, or the 
nucleic acid produced from a previous amplification reaction 
herein using the same or different primers may be so utilized. The 
specific nucleic acid sequence to be amplified may be only a 
ft-action of a larger molecule or can be present initially as a 
discrete molecule, so that the specific sequence constitutes the 
entire nucleic acid. It is not nec essary that the sequence to be 
am plified be present initially in a pu re form: it may be a minor 
fraction of a complex mixture , such as a portion of the .beta.- 
globin gene contained in whole human DNA or a portion of 
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nucleic acid sequence due to a particular microorg anism which 
organism might constitute only a very m inor Fraction of a 
particular biological sample . The starting nucleic acid may contain 
more than one desired specific nucleic acid sequence which may 
be the same or different. Therefore, the present process is useful 
not only for producing large amounts of one specific nucleic acid 
sequence, but also for amplifying simultaneously more than one 
different specific nucleic acid sequence located on the same or 
different nucleic acid molecules. 

Col. 5, lines 34-63), emphasis added, underlined is the portion selectively cited by the applicants), 
rhus, contrary to the applicants' representation to the Patent Office, the omitted portion of the 
paragraph cited by the applicants expressly teaches ih^i purification can and should be used with 
:he amplification invention, thereby validating the Examiner's rejection. 

78. In addition to the excluded portion of the paragraph of the Mullis patent, the very 
lext paragraph in the Mullis patent states: 

The nucleic acid or acids may be obtained from any source, for 
example, fi-om plasmids such as pBR322, firom cloned DNA or 
RNA, or from natural DNA or RNA from any source, including 
bacteria, yeast, viruses, and higher organisms such as plants or 
animals. DNA or RNA may be extracted from blood, tissue 
material such as chorionic villi or amniotic cells by a variety of 
techniques such as that described by Maniatis et aL, Molecular 
Cloning A Laboratory Manual (New York: Cold Spring Harbor 
Laboratory, 1982), pp. 280-281. 

(Col. 5, line 64-coL 6, line 6 [emphasis added]). Maniatis, et al, is a methods manual that teaches a 
variety of techniques for purifying RNA or DNA from blood, tissue or other cellular material. At 
pages 197-198 of Maniatis, et al., this reference teaches the purification of mRNA on a solid 
support using a probe. Thus, the very next paragraph of the Mullis patent following the selective 
citation by the applicants incorporates a disclosure of how to purify a sample prior to ampHfication. 
Gen-Probe is informed and believes, and based thereon alleges, that the applicants' knowingly and 
intentionally misrepresented the teachings of the Mullis reference to the United States Patent and 
Trademark Office. The applicants' selective removal of the first half of the cited paragraph that 
fully supported the Examiner's, rejection based on Mullis and the following paragraph's implicit 
teaching of how to purify a sample prior to amplification evidence the knowing and intentional 
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nature of the applicants' misrepresentation of the MuUis reference. 

APPLICANTS' MISREPRESEMATIONS IN THE REQUEST FOR CERTIFICATE OF CORRECTION 

Filed For the '338 Patent 

79. On December 14, 1998, the applicants submitted a Request for Certificate of 
Correction for the '338 patent. Gen-Probe is further informed and believes, and based thereon 
alleges, that in this Request for Certificate of Correction the applicants represented to the U.S. 
Patent and Trademark Office that the '505 application was unintentionally abandoned. 

80. Gen-Probe is informed and believes, and based thereon alleges, that the applicants 
made this representation knowing that the true facts were that the '505 application was intentionally 
abandoned. 

81. In the December 1 4, 1 998, Request for Certificate of Correction for the '338 patent, 
the applicants identified a fatal defect in the claimed priority for the '338 patent involving patent 
application Serial No. 07/648,468, and patent application Serial No. 07/136,920. By the December 
14, 1998, Request for Certificate of Correction, the applicants attempted to cure that fatal defect by, 
in part, representing to the Patent Office that the applicants did not discover the fatal priority defect 
prior to the issuance of the '338 patent. 

82. The applicants also represented in the Request for Certificate of Correction for the 
'338 patent that the mistakes for which correction was sought were of minor character,. and resulted 
from errors made in good faith by the applicants. 

83. Gen-Probe is informed and believes, and based thereon alleges, that through the 
aforementioned Certificate of Correction, the applicants knowingly and intentionally 
misrepresented its knowledge regarding this priority defect with the intent of deceiving the U.S. 
Patent and Trademark Office. In truth, the applicants were aware of the defect in its claim of 
priority for the '338 patent well before the issuance of the '338 patent. In addition, Gen-Probe is 
informed and believes, and based thereon alleges, that the applicants knew that the mistakes for 
which correction was sought were not of minor character, and did not resulted from errors made in 
good faith by the applicants, and intentionally misrepresented this to the Patent Office. 

84. The applicants further represented in the Request for Certificate of Correction for 
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le '338 patent that the '338 patent was a continuation of the '826 application. However, the '338 
atent could not be a continuation of the '826 application, because the disclosure of the '338 patent 
•as not identical to the disclosure of the '826 application. 

85. Gen-Probe is informed and believes, and based thereon alleges, that the applicants 
new that the '338 patent could not be a continuation of the '826 application, and that through the 
forementioned Certificate of Correction, the applicants knowingly and intentionally 
lisrepresented its knowledge with the intent of deceiving the U.S. Patent and Trademark Office. 

APPLICANTS' MISREPRESENTATION IN THEIR PETITION UNDER 37 C.F.R. §1.182 

86. On December 14, 1998, the applicants filed a petition with the Patent Office under 
7 C.F.R. § 1.182 to amend the claimed priority stated in application Serial No. 08/124,826 (the 
'826 application") so as to attempt to cure further fatal defects in the priority claim for the '338 
latent. At the time of such petition, however, the applicants had previously intentionally 
bandoned the '826 application. 

87. In order to overcome the impediment to its effort to cure the fatal defect in the 

laim of priority for the '338 patent arising in the '826 application, the applicants argued in its 

letition to amend the '826 application that an intentionally abandoned application could be 

imended after abandonment. Gen-Probe is informed and believes, and based thereon alleges, that 

he applicants misrepresented legal authority to the U.S. Patent and Trademark Office. Gen-Probe is 

nformed and believes, and based thereon alleges, that the applicants' knew that the legal authority 

t presented to the Patent Office to support its petition to amend the '826 application and cure the 

)therwise fatal priority defect in the '338 patent did not stand for the proffered proposition and that 

he applicants knowingly misrepresented this legal authority to the U.S. Patent and Trademark 

Dffice with the intent to deceive the Patent Office. 

APPLICANTS' Failure to Disclose all Art Known To It During The Prosecution 

Of The '338 Patent 

88. During the course of its prosecution of the claims that ultimately issued in the '338 
patent, the applicants concurrently presented counterpart patent applications and patent claims to 
international and foreign patent offices. During the course of the examination and prosecution of 
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hose counterpart applications and patent claims, the European Patent Office, for one, identified and 
iisclosed to the applicants prior art material to the prosecution of the '338 patent claims that was 
lot before or considered by the United States Patent and Trademark Office in the examination of 
he '338 patent. For example, among this prior art of record in the European Patent Office 
jroceedings but not in the United States Patent Office was the following; EP-A-0200362 (Cetus 
:orp.); EP-A-0265244 (Amoco Corp.); EP-A-01 54505 (Ortho Diagnostic Systems, Inc.); WO-A- 
5605815 (Genetics Int'l Inc.); WO-A-8701730 (Yale Univ.). 

89. Notwithstanding the applicants' duty to disclose all material information to the 
:>atent Office, the applicants failed to disclose the foregoing prior art to the Patent Office. In 
iddition, upon filing the application which led to the issuance of the '338 patent, the applicants did 
lot submit a Form 1449, citing all known material art to the Patent Office, as required to ensure that 
ill known material art is considered by the Patent Office. Gen-Probe is informed and believes, and 
jased thereon alleges, that the applicants knowingly and intentionally failed to submit a Form 1449 
and concurrently failed to apprise the Patent Office of prior art identified in the European Patent 
Office proceedings in order to deceive the Patent Office and prevent it from considering all relevant 
prior art. 

Count Six 

Unenforceability of the '338 Patent Due To Laches. 

90. Gen-Probe repeats, repleads and incorporates herein the allegations of paragraphs I 

through 89 of this complaint. 

91. Gen-Probe is informed and believes, and based thereon alleges, that the applicants 
intentionally, unreasonably, and inexcusably delayed in the prosecution of the invention claimed in 
the '338 patent, and that Gen-Probe was prejudiced by this delay. Accordingly, the '338 patent is 
unenforceable against Gen-Probe due to laches. 

Wherefore, Gen-Probe prays as follows: 
1. For declarations: 

a. That Gen-Probe's products do not and will not infringe any valid claims of 

'338 patent; 
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b. That the claims of the '338 patent are invalid; 

c. That the claims of the '338 patent are unenforceable; and 

d. Of Gen-Probe's rights and obligations under the License; 

2. For a preliminary and permanent injunction enjoining and restraining defendant, its 
respective officers, agents, servants, employees and attorneys, and all persons acting in concert 

with them, and each of them: 

a. From making any claims to any person or entity that Gen-Probe ^s products 

infringe the '338 patent; 

b. From interfering with, or threatening to interfere with the manufacture, sale, 
license, or use of Gen-Probe's products by Gen-Probe, its allied parties, distributors, customers, 
licensees, successors or assigns, and others; and 

c. From instituting or prosecuting any lawsuit or proceeding, placing in issue 
the right of Gen-Probe, its allied parties, distributors, customers, licensees, successors or assigns, 
and others to make, use or sell Gen-Probe's products; 

3. For recovery of Gen-Probe's damages, as proven at time of trial, and restitution of 
any sums by which Vysis has been unjustly enriched; 

4. For recovery of Gen-Probe's attorneys' fees and costs of suit incurred herein; and 

5. For such other and further relief as the Court may deem just and proper. 

Dated' January 2001 STEPHEN P. SWINTON 

Dated. January zuui COOLEY GODWARD LLP 

DOUGLAS E. OLSON 

BROBECK PHLEGER & HARRISON LLP 

R. WILLIAM BOWEN, JR. 
GEN-PROBE, INC. 
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STEPHEN P. SWINTON (106398) 
COOLEY GODWARD LLP 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858) 453-3555 

DOUGLAS E. OLSON (38649) 
BROBECK PHLEGER & HARRISON LLP 
12390.E1 Camino Real 
San Diego, CA 92130 
Telephone: (858) 720-2500 
Facsimile: (858) 720-2555 

R WILLIAM BOWEN, JR. (102178) 
GEN-PROBE INCORPORATED 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 
Telephone: (858)410-8918 
Facsimile: (858) 410-8637 

Attorneys for Plaintiff 
GEN-PROBE INCORPORATED 



UNITED STATES DISTRICT COURT 
SOUTHERN DISTRICT OF CALEFORNL^ 



GEN-PROBE INCORPORATED, 
Plaintiff, 



VYSIS, INC., 



Defendant. 



No. 99cv2668 H (AJB) 

Notice Of Lodgment Of Case Authority 
Not in Official Reporter System In 
Support Of Gen-Probe Incorporated's 
Motion For Leave To File Second 
Amended Complaint 

Date: February 20, 2001 
Time: 10:30 a.m. 
Dept: Courtroom 1 



TO ALL Parties And Their Attorneys Of Record: 

PLEASE Take Notice that Plaintiff Gen-Probe Incorporated hereby lodges the following 
cases which do not appear in the official Federal Reporter system, but which are cited in support of 
its Motion for Leave to File a Second Amended Complaint: 
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Symbol Technologies. Inc. v. Lemelson Medical, Education & Research 
Foundation. Limited Partnership. 2000 WL 1300430 (Fed. Cir. Sept. 1, 2000). 



STEPHEN P. SWINTON 
COOLEY GOD WARD LLP 



DOUGLAS E. OLSON 

BROBECK PHLEGER & HARRISON LLP 



R. WILLIAM B0WEN, JR. 
GEN-PRQPOTCORPORA;rED 



By: 



'Stdbhen P. Sainton 




Attorneys for Plaintiff 
Gen-Probe Incorporated 
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2000 WL 1300430 (Table) 

56 U.S.P,Q.2d 1381 

Unpublished Disposition 

(Cite as: 2000 WL 1300430 (Fed.Cir.)) 

NOTICE: THIS IS AN UNPUBLISHED OPINION, 
Use FI CTAF Rule 47.6 and FI CTAF App. V, lOP ^ 
9 for rules regarding the citation of unpublished 
opinions. 

NOTE: THIS OPINION Wft-L NOT BE 
PUBLISHED IN A PRINTED VOLUME. THE 
DISPOSITION WILL APPEAR IN A REPORTER 
TABLE. 

United States Court of Appeals, Federal Circuit. 

SYMBOL TECHNOLOGIES, INC., Accu-Sort 

Systems, Inc., Intermec Technologies 
Corporation, Metrologic Instruments, Lie, PSC 
Inc., Teklogix Corporation, 
Zebra Teclinologies Corporation, and Cognex 
Corporation, Plaintiffs-Petitioners, 

V. 

LEMELSON MEDICAL, EDUCATION & 
RESEARCH FOUNDATION, LIMITED 
PARTNERSHIP, 
Defendant-Respondent. 

No. 626, 

Sept, 1, 2000. 

On Petition for Permission to Appeal. 

Before MICHEL, RADER, and SCHALL, Circuit 
Judges. 

ORDER 
MICHEL, Circuit Judge. 

*1 Symbol Technologies, Inc. et al. (Symbol) 
petition for permission to appeal, pursuant to 28 
U.S.C. § 1292(b), (c)(1), an order certified by the 
United States District Court for the District of 
Nevada. Lemelson Medical, Education, & Research 
Foundation, Limited Partnership (Lemelson) 
opposeis. National Retail Federation moves for leave 
to file an amicus curiae brief in support of granting 
the petition, with brief attached. Lemelson opposes. 

Briefly, this declaratory judgment action involves 
Lemelson patents related to bar code technology. 
The patents, which contain identical written 



m 

descriptions and drawings, are based on a c^^ of 
continuing and divisional applications and ma^j 
entitled to a priority date in the mid 1950s; 
Lemelson moved to dismiss Symbol's defense, 
asserted in the fourth count of Symbol's complaint, 
that the equitable doctrine of laches in patent 
prosecution could be applied. The district court 
granted the motion to dismiss stating: 
[In Ford J the Honorable Lloyd D. George ... held 
that "Lemelson' s use of the continuation 
applications process may have exploited an open 
area of patent practice, [but] the court should not 
intervene in equity to regulate what Congress has 
not." It is therefor improper to introduce the 
equitable doctrine of laches into the statutory 
scheme of continuation practice. 
The district court subsequently certified its order 
dismissing Symbol's "laches in prosecution" claim 
,as involving a controlling question of law as to 
which there was a substantial ground for difference 
of opinion and that an immediate appeal from such 
order could materially advance the ultimate 
termination of the litigation. [FN*] 

FN* Symbol asserts that the controlling question of 
law is: 

As a matter of law, can the equitable doctrine of 
laches ever apply to bar enforcement of patent claims 
which were first presented to the Patent Office for 
examination after an unreasonable and unexplained 
delay that causes injury to an alleged infringer and 
others? 

Symbol states that this court has not defmitively 
determined whether laches in prosecution can be a 
defense to an mfringement action. Symbol also states 
that Lemelson has sued "hundreds of defendants" 
based on its bar code patents. Symbol and the amicus 
forcefully urge the court to grant Symbol* s petition. 

This court has complete discretion in determining 
whether to grant or deny a petition for permission to 
appeal. In re Convertible Rowing Exerciser Patent 
Litigation, 903 F.2d 822 (Fed.Cir.1990). We^ 
determine in our discretion to grant Symbol's 
petition, in part because the issue affects not only 
this case, but many other cases as well. 

Accordingly, 

IT IS ORDERED THAT: 




Copr. © West 2001 No Claim to Orig. U.S. Govt. Works 



2000 WL 1300430 (Table) 

(Cite as: 2000 WL 1300430, *1 (Fed.Cir.)) 

(1) Symbol's petition for permission to appeal is 
granted. 

(2) National Retail Federation's motion for leave to 
file an amicus brief in support of the petition is 
granted. 

END OF DOCUMENT 
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DOUGLAS E. OLSON (38649) 
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10210 Genetic Center Drive 
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PROOF OF PERSONAL SERVICE 

I, ; , hereby declare: 

I am employed in the City of San Diego, County of San Diego, California; I am over the 
age of eighteen years and not a party to the within action; my business address is Express Network, 
401 West A Street, Suite 190, San Diego, California 92101. 

On January 19, 2001, I served the within Notice Of Motion And Motion Of Gen- 
Probe Incorporated For Leave To File Second Amended Complaint; Memorandum 
Points And Authorities In Support In Support Of Gen-Probe Incorporated's Motion 
For Leave To File A Second Amended Complaint; Declaration Of Stephen P. 
SwiNTON In Support Of Gen-Probe Incorporated's Motion For Leave To File Second 
Amended Complaint; Notice Of Lodgment Of Case Authority Not in Official 
Reporter System In Support Of Gen-Probe Incorporated's Motion For Leave To 
File Second Amended Complaint on the interested parties in this action by personally hand 
delivering a copy of said document(s) to the address(es) listed below: 

John H. L'Estrange, Jr. Esq. 
Wright and L'Estrange 
701 B Street, Suite 1550 
San Diego, CA 92101 
Tel: (619)231-4844 
Fax:(619)231-6710 
Attorneys for Vysis, Inc. 

I declare under penalty of peijury under the laws of the State of California that the 
foregoing is true and correct, and that this declaration was executed on January 19, 2001. 



(signature) 
(print name) 
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STEPHEN P. SWINTON (106398) 
COOLEY GOD WARD LLP 
4365 Executive Drive, Suite 1 100 
San Diego, CA 92121-2128 
Telephone: (858) 550-6000 
Facsimile: (858) 453-3555 

DOUGLAS E. OLSON (38649) 
BROBECK PHLEGER & HARRISON LLP 
12390 El Camino Real 
San Diego, CA 92130 
Telephone: (858) 720-2500 
Facsimile: (858) 720-2555 

R. WILLIAM BOWEN, JR. (102178) 
GEN-PROBE INCORPORATED 
10210 Genetic Center Drive 
San Diego, CA 92121-4362 
Telephone: (858)410-8918 
Facsimile: (858) 410-8637 

Attorneys for Plaintiff, 
Gen-Probe Incorporated 
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PROOF OF SERVICE (FEDERAL EXPRESS) 

I, Alison J. Lyman, hereby declare: 

I am employed in the City of San Diego, County of San Diego, California in the office of a 
member of the bar of the court in which the within action is pending at whose direction the 
following service was made. I am over the age of eighteen years and not a party to the within 
action. My business address is Cooley Godward LLP, 4365 Executive Drive, Suite 1100, 
San Diego, California 92121-2128. I am personally and readily familiar with the business 
practice of Cooley Godward LLP for collection and processing of notices and other papers to be 
sent by overnight delivery service by Federal Express. Pursuant to that business practice, 
envelopes and packages are placed for collection at designated stations and in the ordinary course 
of business are that same day deposited in a box or other facility regularly maintained by such 
express service carrier or delivered to an authorized courier or driver authorized by such express 
service carrier to receive documents, in an envelope or package designated by such express service 
carrier, with delivery fees paid or provided for. 

On January 19, 2001, I served: Notice Of Motion And Motion Of Gen-Probe 
Incorporated For Leave To File Second Amended Complaint; Memorandum Points 
And Authorities In Support In Support Of Gen-Probe Incorforated's Motion For 
Leave To File A Second Amended Complaint ; Declaration Of Stephen P. Swinton In 
Support Of Gen-Probe Incorporated*s Motion For Leave To File Second Amended 
Complaint; Notice Of Lodgment Of Case Authority Not in Official Reporter 
System In Support Of Gen-Probe Incorporated's Motion For Leave To File Second 
Amended Complaint on the interested parties in this action by placing a true copy thereof, on 
the above date, enclosed in a sealed envelope, at a station designated for collection and processing 
of envelopes and packages for overnight delivery service by Federal Express as part of the 
ordinary business practice of Cooley Godward LLP described above, addressed as follows: 
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Charles E. Lipsey, Esq. Thomas W. Banks Esq. 

Finnegan, Henderson, Farabow, et aL Finnegan, Henderson, Farabow, et al. 

1300 1 Street, N.W., Suite 700 700 Hansen Way 

Washington, DC 20005-33 1 5 Palo Alto, C A 94304 

Tel: (202) 408-4000 Tel: (650) 849-6600 

Fax: (202) 408-4400 Fax: (650) 849-6666 

Attorneys for Vysis, Inc. Attorneys for Vysis, Inc. 

I declare under penalty of perjury under the laws of the State of California that the 
foregoing is true and correct, and that this declaration was executed on January 19, 2001, at 
San Diego, California. 



AHs9n J. Lyman 
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